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105(31).—ftftV 3^7 H*u*tn wwifl Pi^h, 1945 351 oJii turitai wl ft R 13 3ifinT3 Pi^hT 37 Pi Pi Ran 
faft ft=ft7 ttctir fttafft topr Tircft 3rfafftm, 1940 O940 3»i23) ftt*!Rn2 ftft 3ro 33 stoutt! TifftiftT* 
33ft 53 , aftftft fl+'fl+l TfSHPPR ft 'H.iHft ft <lwm *nhi HRlft ft, '33!1 Sflfftftp? ftt "333 317l3lf ftt 
3rtHnj«K 33 Tift «hPki«J ftt ft #TH ^Tlft JIHlRlcf ftft ftt ftMWil ft, TflFlftRl ftpR 3T3T ft fttr ftf 7J37F ft 

^ift ft 1ft 333 hi^h fftlftf 37 3R m^l<a ft, 3P 71333 ftt aPiqi, fftlft 3H 3lftl7J331 ji'oiPno ftl 3jjft ft, ftl 
3351*1 wi 3ftfl ft Ifcnlcifl Pin 3ft 33ft 3ft 713lfft ^ 373lHftT3IT |q»*« 3Ppn I 

Sllftl 3T ~g?T3 3%fttf ft, 7Tfft3,73IR3 afc 3ft3K 3*3 I »I 34kN , 3 T W 7K4>K , Pwfol 333,3$ ft*#-110011 3ft ftft 
31 twl l 

ftft anftftf ate "gsml 37,ftt 333 wi Praif 7 ft #13 ft 7 a irau 3^3 PiPrffts arafft 3 ft Twrfft ft ^ fftft *iffti 3 

lira ft Tflftft 1 ftnO^I 7173517 5171 #317 Iftai 313711 I 

HIWT pH* 

1. (1) 73 Piaft 35T TfRra TIP ftfafa 3^7 37333 73331 (Tift33) f333, 2008 it 
(2) ft *MH3i ft "33ft -atPlM SWiWM ft ft aft 3731^ 3^3 ftft I 

2. ftfafft 3fo ftM 371133 fWT, 1945 wft W317(ftiaPiaa 3>5iamft) ft Pf*m 76 ft^-Piaa (8) ft 

nr^m Pt**iRiRao 33-Piaa 3T3:7*Tlf33 1ft3F 313711 3lft^ :— 

"(9) Wft ftqPra 3lfV3Tft3ft 3T ^ fafPlfal 315ftHVT7t T^l-lV ft 3rfft3fftft3 ’qftpft, 7PT^ 1PH 

3T5# IftPmfoi nftraaif aftr acfft^nacff 33 315R 3ftft n i 

3. 333 fwff ft, 313^1 3-III ^ 3731^ PlH^lRSId adjljftt 3RT:7«nfta 3ft 3n?ft ( 3rafe( : 

"anTOeft«-iv" 

(fft33 76 ftftf) 

31% Aqil^qi 3lfR«»>4<ti1 3T Ph*T f^3 (ifltHl, 7T33 3%T 337317 ^ 3T3ft ftfPprfoT 3HR3lft 3%7 Slftpft > 
P H i , i 1 lift <k 1 mPfl ft nd c Ti aijia Pi Pi, a w nPi*iT 5^1 al»*n3t! P<4»ifl Pt^ Piftw'i 

3^7 TTTft ^ #13 TlftftRT 331 affJTftRl %31 3137n ftft IftlftftN 3ftRft 33 333>3 3PP3 WT ft 3lft %f=137 
«1^q»4i>7/l3>^f ft 313137 ft #13 fftn 3137T1 fttV3I ?3ft 3ft^ 3P3 3PH33 ftftft 1ft3F 315113 3ft Ift^ 3lftft I 
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THE GAZETTE OF INDIA: EXTRAORDINARY 


|? art U—Sec. 3 (i )1 


1TPT- 1 

'whhi 


1 . 3I^^3I^^3lk^fwf?r: 

^ -Zff Pg^l % PqfdnWl °F?r chWdHI 3#RH?T: 3 # gj)P l ^ > sfe atfa 

5+1 Hc f>H f&tf Ffrft 3fft ^“341*4 (Tft Pd*I*) *|R«i, HlR-HlI, ^Tc['4fH3> ^IT 3#^ 

*J5T, $3TT, W#T^^T^7 ^ | c|T «fei mfo<u | ^^ui% 

2. ‘H^T 3^7 MpNf: 

fa>) *1^1 PqPdHI“l HHIcn) % ^ ^ 3#T3#qtT, 

3flT 3T^fw feq : ^w\ fc 3 ^rar ^ 

%frR 3q^r Ft 3^ W^3lfafwr, 1948 (1948 631 3 

3lW«ET?mf%3T^KT?f | 

(^•) fafc qW, Ji*Wi, wtrht, Wet, c^pt afa jtoM % frpr 

pHHI^-HR :- 

(i) 

(4>) fW ^Ip-ich 37fw^f *TT ^ft -UWfM, TTT«zrfW sfa W 3^ % 

fafasT % qW fn?1iq<i%WtR3H ; 

(l§r) frra*l 4H4<W uPsMI JR?H CM^ *iV<U| 

(iii) ITf H^R 3TB^#TcT, mm 3k 3E^rT#fe^f, 3^ 

3Tfr^KT%cT#ft ^^^,fe3flTf^^^43TI^#ft; 

(iv) ^fr ^j ^oihI 3#t -schk-i % sraH %(h 4 > arteifef/f^r % f^r 

3liq*qq)dl q^ai^^d ^TMiqd 3fhf fqd<u| ^R^lf^TrT JRTTeft ^T ^ 
•tiqifdd #t I ^ aTTqyq^ ^ ^gf fafrqfrr 3 ^ % 3f^TK cINH I H sfa Rift 

^ 1 ^ , 5?Rdd TrTKf 3?k % 

. ^ fg fcfaT T7T Tim ^fdfcdd ^ 1FT ^ Ptfm ^ it ^Ffef^T 

°f>T ^UJ J I,11 




[<rrn—^pg3(i>] 


: araiwi 


(v) i^FTcT ?t, 

<HI«W< ^ ?t 3ftr J# TO *IHT % *TF ^ fc^TT 3 

foiTO>r^ -^w «mwi ^it^h% i 


3. 3|H uviltO: 

^WlfiSflld RRifa TO3> *TT *l J K4iP'i e w STCT PflVe HM«l»f % 3T^53R ^%cT 

■3fRT'^^f^R T R^ Hwilfli cl U, fllfo 11 ^ 

srfwM /faef % ^ snf ^ dcMim fro^r^ i 

4. -amftrcT ^T Pimcm 

(^S) ^3^%^ (<3teT, cTC^T 3?fT ^ TOsU^ ^ POT wl<WI TJ^T f=JTO 

H«?1 ^ 3f^TT3fff %'iH-j'WK M I 

(7§) TV?\ ^cr- r^to fa 3T^M ^ #* r^fen 3dqf^e (w afo w^O fwr, 
1996 % 3 q 3 sff.% 3^j?TR H« r=Ml «iUi | ll t 

(it) f^T2FT % f^ Scft$TR?T arcfw ^rm?ft % 3fk ^fa(T 'TSR n T % iw* 3^T 

faq^rn?t i «ilRdH^<w,fwg^V'wM-wild «wM^fife <rtt 

^T^^FT aNf *f 3?|7 «W -W<to faMI-fl % <H^«K <01 *TF?TT I 

\ 

5. «li«MIUU| &r: 

, (^») WlMafoSc^^^to^f^^ipitaafosfrH^^q^^Ul*lK^ afT^TRT 

^ % fcR qqfa ^*rf ^ atfcfer fro «fpiT, rtoM ^ 3trh tot sto 

3 ^ ^rf%, ^qf^cF, zrta> 3ffc &tr BtqK, ^r!*r ^ ^ w^, ^rrrt 

3T^f^r, ^mr ^ Ti^r ZfT TTTTJIJ 7JTI , tt#T affc % ^/^PdPldd ^ I 

(TsT) mSFTRW #T 3T^t RT5TTOT MP<R^(ddi ^if^RT arfW^TTT ^TT 

3T^rdd r=h(J '*1|I»1 I ^^TNT, ^ <HV <4k>l4 dNHI=nfaT3Tf % 3^? 3FJ*firIcr #t I 
^T?T 'TftcT *ri3R<n sfft 3PT fafa 'TTSR TJ T 31«U*inj (<l^l^< u l % (Vn< answ 3TT&TT )^1 
3TTTOTO ^ , F# TT?H fTO ^F?n, HHV< 3ffc 3TR^3W f^TT WTT 1 ^ 
^T^RIJF ^T%cT hUK u I *^rt *f «4»lt (cwm^Ih*!) 3^k t««3iq ft 7 !! tRTT 

3?fa TH^yi m(**II faM a«« <m«w 3ri^T§R P=r>qi «nvii I 

(tj) ^ qfemR ^T tfeR^f ^=h P^d ^ M4m SKI WKl«r1^lf5T ^ 

felT ^IrTT t ^?f FT ^ ^ <<siil«f>ci fen '*!IH , II I 1c lif?R> ^ 

fenfq?T ^tt w# f^zrfcT % ^mrw i ^ aftr/sr 

+HhIjh^ 1* ?f^ oqf^^Tf ^ Hg'M Pl^pTcT $l J ll l 
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THE GAZETTE OF INDIA: EXTRAORDINARY 


[Part II—Sec, 3(i)l 


(O arwl$>d, 

fW wn I ^ qi 3rTKf ^ ^5RT ^ f^fcr afa TJT&TcT 

iqiqT^TW I SM 3flr/^TT HWlMqq'qp fNfelcT#ft I 

(q.) 3rff^T qr fqWld % qqnqq qfcq qr^rtqrqfqqf qtf Tjrfiflq afq iqqqq ^qf 

i qq^rqpferqfqqqq %ftqqf % ar^sq qqrqr 3#rTpn tp 
qqrqfqqqnqr i 

(^0 ^fsCa ^4»Ph j i hih 41 ■'jqq* ^<fVr?r aftr^-d^$qtif hsiRci ql qn^il i 

On) <jMiq d'-i^K (qfeq ftii^ui) Hqflici qq q rq^n qiq affc qq ^ ^jqqq qq qq fqqi 
^IF? cWT^ 3fTH4^Rsld I 

6 . -3HIKH ffo : 

(^0 3fqi«TH $q w IVw fa*TT WFTT fq> f^TOT qq ^JT 4 Wf? ajfr d4»ti' l d 

WT 3|^qid ?TTT% I 

(w) qqfor afa y^md wikui qqqq* aft* ^m\ sf*qq$r ctstt vf&ft i d frerfo 
trt qqfqqt % aqq qpT % fqq qqqr #tt qr%q qifo qfq TPjqq ^ qqr w q% afk 
ftiHHlu[ef)|<1 3flr ftqqq qqqf % fqqft qqq 3^yi|)'l qj qpr #3 % qtfaq q*t 
^Hdqiw^[TTT% I 

(5) wr qqq f^r roq qqrqq wst arkM^t^qr stt qq*q aft: 

ftfqq qrf qrqfr frrcqf ?q% wf q t? i qqr qnqt 3 #rh?t: tit 
q^qnl qiqfl afq^qryqTqq^T^fqfeqqitqTqft i 

7. au^Npi<q sta: 

(q>) ferrc ark qqqq qq aqq $qt Tt ^jqq^^tq i q qq fqfqqfaiqqrt atk k?R $qf 4 
7Mq?t}fFrfqT%q ! 

(®) qqf qq^rk qqr spn? ark qq?qq yqkFT % tsir y^Wuaq % frrr arrant k 
qfq qto afk qqfcr tt^tt 4 ^ qrf?q i ^qqf afk qf^raff % fqq qqiqq q^r 
3qqq-3wr#}q#qafkqqqrTqqqr^- sk^i^ qjf4 tMf qq?t#t i?q#rf 
q^qqrta^fqqqTq^^f^fef^ai^^^ i 

(q) ar^wq qq%Tcq ar^rq afq arqiqd «Nf ^ qi%q | ^ ^fdR«td 

qqH fq afk 3#qq arnim $q q qqriqr jqq qiq, fqfqqq wf qr #qqf 
^qqrqnqn i 

(q) q^ apr ^ arm-q^q i q^ir^arlf % qqq qf aqq ar%rq ^ 

#ft^afhfq3^7fMwqrqiq^f^, 1945%1qqq 150-q(3)Tffq%rrf, 
qr acMtqd yqlqdl %feqaqi^qqit^niqft i 
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[HPT II—'CTO3(i)] 


8. Puism qfo: 


(ofi) ^f^tfqq=pr]’ i|i|l J IVIIrllM ^TF^RT Is’Hin ***1 '*ii'4 < il Id> *m4 hhicii 

feir I 3TFRT ^ fad Mi 3^7 Ufa ^ Mdta T^TH dHd«*T 

^otwtt i ^FT^rt, «nft?r^pf,afk aifa^af% 

frR^T^^T^T^KUi ^ U^H Pwi WR I 

(g) Wdfawildl ^f^TTFT^fa^ d^dddl sfa iWfcR^I’SIH'^ «ai '»ii»{ , ii I 

W% W d«TT 3PT 3%iq ^$F*sfa fajlpft 3ffc 

*ircanffo(^ i milwiMi Tf 

wi iral^FTf % ^ ^sq^rT ^ ^raf^RT stf^ $ 

wfti 


9. qafifo 

(«p) fafaqW ^ m d=t»41^ % ‘SfiW iH^H 3fa «fRn j ia % 

fozjT ^TTW f*H% W ^fad^+T/Pwf % ^ faf?tT hWip* 

3^ST^?fe3T^?t I 

(g) *R#T£t faWT Hdl'WIMI 3T«W fafrqW ^?f ^JT I 

dfad i ftdli % ft&H afc °h9k\*m ^m\ 3 fw wit. # 

(tj) ^cnf^izt 3 tt»?tch 3to ^prarTT ftwr rerf % d#r^ ^ <il*«tai w 

$iW pVl I 

(ij) 3fo Pfad u l H>tfa*l»( % ftlfisfl 'SlPlHifafl fa*i ' 5 TT<^t 

dfl* dKiUdl^d) <Hd>l MldH fa^l '*114*11 I 

(^.) UrfcfJ dd4dH ^tT ^ ^ *14 drifted! 3» PWKH % 3H^«rci ^T ^ 
yf^rf^rfr f=t>iii «im*ii 13$3taT%4UH Mfifw u t Rdi *im*n i 

fr) f^rT^#Rif^4ite!<l Idl'd I 

(3) Rdfeld 3T^T%<H*i«K 4jfaftdd ^ J ll R> ddWW 3T«TW ddiPncl 

f^rn udfa¥iidi3tf % ^fat ^rfWf ^ *14 W°qf 3fk cmsifari %fa4 

dM^dd yf^RFT 5P?T ^ I 

10. 4>l44>dId|T 4>l fillWJ, ^1% 44Wdl: 

(op) ^wft ^iMr farted % 3#af % '?#?f rdfdx^d ^Wft^ht#tt 

3flT rT^i, c^T rWT 3RI TO % 3fk (^ ^) ^ ^ ^T 

fl4 tn%TT I gqw 3TTdi^ ^ dHIdl 'nm'll, ^ Tf ^T ^ 

^ ^TT 3ftr 37f5|^ 7ST WH I JHWW* (MlPdfid ^ 
^ '3 T # t T 3 dl^ «dldd^ W ^ ^ % id^Jdd 

^Tl«Rf ^ W 'JTT^TTT I SRI fafasr «w4hkiih 1 -dr^ WW % 
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wiw qqr 4l j ddi jttrt qft T^rq qft 

i 

(Tar) ^ik^f ^arKcrt^f 

qfwqf^ITWTT 1 ^TfWTrT % 3^ RR *BT faPd Him wff ^ 

wr Twt <44ddT iKiferr^nqqT i qsq#«iqRrt% wf afa are d^HlPdfr 
*r 3tt7rt 4t 3rf[^t ir^fTM faq «nqit I 

(q) 3cqiqf ^ <*^<0 yfd<$H ^ wto ^ qqr arnrw qr ^ 

qraf q>t arnfaqr HWifl, ^Sw\ rriM, yfen Riqfqqf affc 

afNfa BcqKt % w^r- t qft ar^i# tw qqr q?t q) ^nqnt, pr* xf ^ 

'4lftsiH 'I?! hi^i wq I 

Or) d^diPidl «faRt qr srnmq hi^i qftf&fo % qit 3 <f£ ?jtrt 

H^id^ q>T P^l '*1lkJ J ll, cllPd’d'^lrl e wi Q Il4^’t ' i TT^T% ! 

0?) q#Rq% 3r^f?TcT ?r4f 3#? 3TRftr^ ^rmftrcff, TTrtzjfir^> ^rr ^rrr; f^rr ^#v3=r#^ ^^tkt 

0*0 =Ml(H«h 3R^ eficio41 % 3 ^-hk «RjT4rt ddl 4$4 J ) I fqfRRRT «fof ^ 'ST%T % 

^f%FTcT qft q qfcr ^f^jraff % ^nar ^qf affc T#cTT3ff % faq 3 rrt- 

3wr % r>$t #), ^ f^RH? qpft «rm qqr «ir qqtq 3 an# 

dl'i't olPriq e?!^ ^<s(l4 Rqjft, f4*ish!H°h 3flfq 1 c^h-^ % chHi) 

d>lftd>T qft <4dddd ifaf q$tTR3^%fciq3fa4jJH (3MHlR4l) #ft I 

(u) RtW, h^hhmi, *rsr aft? a^r ^rf -4 ^rr, tir, ^ zrr ^ 3 
TnR, Rt^R, M WU ^fdd''TrT 3P5RfcT ^4)^nqrft, ^ ^ Brqr^ 

^Ulddl m yfd^H imRf I 

11. f^Piniui V^JIcM art? fdd^UI 

(^) wr middle whh 3Rprfw?TT ^nWRt ^ttt anjtflfeT w ^HdiRdT % 

^44^1 -ff I i^sf wff % ^RR uihhI % ^ERH, qR rff^ 3ftT 

ai^HlKd dd)Hl=hl ^4dlRdi % yRT^f oqfdddd 
yftifEffcT ^hifnchl ski Rfi^i ^ 1^11 I 

(Tar) % Mm wff % ^7H fdfdRRT affT q^PRT R qqqcT wf 3flT %TRqt 

^ -dlHill qi^dTT^ RTRTR, RdT, #d aft? fdfdMl'JI ^1W 1 ! RR^T^ 

c^cT W. far^T RTTRTT I 3Tr4^ TR aj^lRfT d=Hld»l WRRt % 3TmTW 3^ 
ff#r#frq#q 1 

(q) 3TPRT^fi|(rlldd ;aflryfcT-^|U| %PcK><tf HlddllHdi : 

(*)■ 3RpfRRJrft RTTRTft 3TR % T 2* £ tv*K u l, Rdfrl %'^<sic1 3fR^5T^5cfT yfdidl [dRldl' 

SiRT 3TRRT R r^cllcli 3TR TTf?T 'H^ u I ^ TRWT ^hVll I ’R% -dfdd -aRR^i' aftT 
qiHdi ydHH a^^ferr^TiTTTiT; 
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(ii) 31-pfaURt 'Q? qjfafta talT WT % 3ft? 3W flfaf 

^T^eH><ui <jcmi<h ^rf^ftaiw i ^ aNf yta) t^cmrui z&zfo srjrsm 

3^7 ^cfT3Tf % H^S*<1 3 z rf^H^<3lT %?TW («OTI «TFJ I 3TO3iq ^S<K^H HIHdl *f 3+fl ^|f^T 

3 3TfWT^TT^%'En?R^ wl+K tal WH» q^taPSflWtlM «<sl) ^|Q 

(iii) . :3WRq3^%%Rta^^^^%ta, 3ta?rtaq??T?W*I 

^T 3 ?ta mw W 1 ^ ^ Klf&fd 3*t M^ld I <JcMKH 3 5T^T wft 
q? ^=t>l ctdnid Mif^ifd 3>T ^<mn ?tnT I 

(iv) . ^f»m viisd *dd3 3ffr ^ 31^j*|-3Ki i i Ffnt I ?jfqf$^(T tail «Wi , 'il far 

< HHI L CI Ft^ d7 fa^c'l ^»P*i J l h^ikh) 3>t % ^TW ^«K1, c wi'1 

<s=tdH Fsrftq 'FT^'f; 

(v) . ^PdM JJdMH Ft4 ?) ^Fft *TF «jpif?^ti del l O' «mjft fe> 

^>Pd 4 t dl$d, ^RU] 3ft? 3f*-q <jHcfK u l ^TFF d^l 31^T cSrHI^O, ^infil^T <hV 

3 *J3rT F* I W* % HWfo? 3F Ph^KH I^> ?Rlta ftfa ?J?ft % 3?^R 
ftar '’ill'll 3rMVifisld talT 'dip'll ; 

(vi) . taft iJ^T qift % 7TFt f°fq^ u i (<jrif< u i 3T finiRi 3») ai<l<a) 3TFR?) 

q? fftft ^TFj ^T fojfacT 3T?TTTftf q? ’^%if^T , T % ^t?FT qfaRT ftfcl 'FTtJ I qrq) 

^Rui RdRsld ^q?t 3lfa<jjxi dl^i ; 

(vii) . ciihhm, 3ii^d[ 3ft? ?I^T|%??Rq?rqlVti a iWl Hqta<wi «nui «ai * 11 ^ 11 ; 

(viii). qrfaficT oi||Rd4f % ^P#5RT tar W fty ^ W'dd ?ta Wt tatal 
udMH %qFft MW d<1 qqft; 

(ix). ^mRRrtRT UIHfiWf %f^3^ Q-hI «wM%tata^^T: SRW^ci ^T 

g^rtar 

12. fciPlHlui f^dl : 

(^») fqfVioi ^iPi c r> Pifnld % dc^im % -tHHind 3^7 TR t-if^n <jnrt«y qxi^ 

ta’it I 

( 13 ) tatar imt 3jT 3 jm 3k spgSm tar wit, aifr rt ita 

3fM^|6i, *p, 3RT ^TRR TTTRjft ^ ^tT ?) I T3#If^T ^TOlt 3T^H 5RR TUT 

WIT I 

(r) tata ^ wtaf % wm % ta tah ^ R?f ?m wn, ftar ^ 
'Minn! %f^in<i>i y^Vtx u i tar^FTTFll' I 3TR7R^%1 ^t 4 dn41 j i ^ -ifl diqi 'ni^n I 

(^r) ^*ft ^r^di tasw afk aipi tar wit, ta uyfyd ^ 

3nfiinrifiaici (°t>*ii 'diq j n 3^7 ?^i*-l fd^dfcifeid fl J ii i 


(i). qrmtatatatar^a^T3ftrqiqnt3^w: 
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(ii). dwiij «ii^ qinl iilsMIM, <HI«I ^TOlf dkrl 44 c(><u| 3^ 

(iii). Sldicn % fci^ vStk^i*!) sift 7pr oq(^ri I 

fa) 3fk nfswi3k iwfktdl dM<MU|f 3fl7 -H I hIM ^ 

sr>nq« 3fk d'kfad ffafdT q>^il faffa ^t((^eb dcMptf zff 3^ 

wr ^t fatfian fen ^ f^rPmW *tt tti 

7 M?T 3f*^H4)}*| Jilfism ctiH fW ^TTTT | 

fa) <khivi ^ wtt #tt, faVhqn ^ (facf,<) fo reu i faq ^ 

1 1 

fa) | 

13. 4>W) «mtO: 

fa) S^f^trRt^RT 3T^*fafa % 3T^?TR WtaH %falHHfal *UU| ^IT TRJ^rl 3Mt 

fa) 3TP% ^mfr ^nT-MfiH-ql 3fa ffaR ^ TUf^T %?[fa wh>*><u| vr '^prRt^R f^T 

^fn^Tl 3flr «iHr«q) afo 3r*faf ^ ^far ijRlwld^ 3 afo sn^ffai fafa ^ wife 

fW ^TTW cI«TT Wf 3MI - w % IR ^^LI| jffo ^rfi l ^sbH 3T^TTfT 

fosiT^TTfai I 3TF[ =fi) ^fnffad % #EIT ^TI^ 1 ?! fa 'Rfa r T jfpfa?? % 

facT^f I 

fa)’ STRffafi -MIHiTl sW ^Id^Kl % STrPtcT ^rff 3 IskVI ^IL^l) 

t& c t» t5 °l1 -HIhIm^) #) vJCHiqcn] I 

fa) W ftftw ^^fkl'ORt STCT urifaKl d^dlffa eft H^fal ^fa^TTTrrft, fafTR rftfft foim 
fa*TPT % =blM ^ JfllpHd fa*TT ^TT fa>% # W ft} W. ypfa Rfauj eft ^ q}} ftk ^T 

wit ^ fa^nl^di w% of^ 1 ^it cft^r cii^ anranf m^hi ^nr, 

3rM^d 3#r -^fTd fem ^TKnrr I 

fa) Mfc 'HIHifl ^ fa# 3TT^frT xf ffa-ffa ^ f, dt y^4» ^ ^ 3fk 

^RITT^inTiTT I 

fa) h«sk«i fa 4 wmt ^ ?nr it ^rr w\ ^ ^nffa 1 ^ rdHPeiRsid 

'dn=b!<l WV W\ i\ fa^ffohd mt ^rnfa I 

(i) . ^TK^ jfafar^R afR BTicfe ^?\ #ywwiwii; 

(ii) . fdfdHldl ^iT din, ddi wit; 

(iii). r^q^oi'Kl^TT ^ ffairT (3$mv\ % ) ^Rhl, q%qi«fN, ^TRt (3^TtfeT W 


3lfa^d) 
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(iv). 

(e?) qrl*Hunvk, ^^IRd 3fa 3 ^ 4 ^ Rmfiwf %fim qqfa PdH^ m 

31|ia|«4|ct> $ ^4lRc1 «IH(il*fl 3#C ^qi^f <& ft#RT dNHH 3^T^% mfc ^01^, 
tii4i 3tfa ^ «a^ oqq wil; 3ffc d4dv(u| $frf | 

fr) t^3mTRr^^^feR^t, <H«bl I 

(?0 <=Hifci<d) fwi fWr irt Tfnt «w(«4i 3ifc ^ % to f, ^r 

tal «1I0I ^ I Pdfddldl S»RT [diddl'd 3Hl*jTci c t»K ^ TJ3T Hdl u IHd *dld>i< 

fW^TR^TT I f^irortcTT 3H14jd«hR %MTfem qftuilHl %d^«W 3U<jj&W< 

i^fawfcidl 'tdlpHd ^ I 

W yPnf$dd 

■RR#^TT?tf I 

14. TO3R 

(^») 3H<td u l ^ d# IWMhT % 3T^TR dM^I, 3TS|R*lr1, fe^T, dTdftd, TOTR 3fa 

3Rftofon?Wt I 3MtWU| ^ ^tal affc f^T^T cftf ^ftfeR -^HdH 3Tfc TmT^ 

'Ci'+>l4 n«ll 3^TJT TOT ^Ff m rfim cTlfc nfa-?T^, ^^TWft%«|inor3fkTO?fk: 

^ ^ 3dlPH<dl *R «Pd$H PTO ^ 3 TN>r ^fT TO I W&i TOdR % TOT ^ 

^IddM Ft^TFT «p>R=ft 'di^fl I 

(0) ^ d^dd ?p?TT 3ffc dKldil TOTf geTTq 3ffc 3Fd TOR TOTO, ^ft TOTlft 

*n^Rt; 3 ctot adk mm % 3Rfa Pw’siui mu-nT 3 ^qro ?f wn t# RTOP immh uf^n 
fafa^%3FJTO^3T^Pdd 3TTTO 1 R3WiPfcd Phdl ^ 3fa TOtf^ 3fk^T% 3Tfq^TI R# 
*rn? i 

Or) 3TT^TO^3?TOdTOTO%TO3R^^R3T5lfoftiTOTO, RtTOTO^TT 

TOT^u| oj,^ I 

(g) 3l|C|>f^Her> «\q«| *\g\ cf^j RTO?P ^||Pdt||^/<sil^ jfe f^cfr d^ld 4RTT* 

^TOtfWT <JHWU| ^WTORR^^TTTOf^drtlfcd^TO^^cTO^^PqdRTO I 

CsO ^ <*H«x dfHim adk 'tdlPdil Ph4^u| ^ff ^ ^ ^TOt ^T^tR gq^rl c^T 

ci*iihi «m;*ii I 

15. urltiM artr arfkrkj 

(^) M<rl<sM, “Mlfcldl 3?TW5fRH 1 ^% ^ TT^j 3#^} ^fFT t 3pfT W 3T^t (i|(dHl u l=t»lO 

«P^|3 # (^VhhI) % r 4 wf ^ R^rT ?Wt I |TO TOT wft ^IHpJdT % f^T? farfvifelT, 
P’lPinWi 3fhr ftror lorfkqt ^ qR'HiPtid ^tt t, cnfe ^Pdf^dd ^tt fe f¥=mW ^ 
R^fVfT RRt =wftd) w aiPiodij -^RT # f^7 3^fk % TJcfT #Ef ^ fdspt' % foil l^TT ^ 

=r?f 3fk to^tt h^r ^Rir, fW ^si^t % Ph^hI -m+iO 
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(T3) fek feqfeq! *f HHMifed H^i'XrlliJ fell : 

(i) . WTfefe fe WT Wife qfe W feTT WRIT fefefe W$m 3 IK HWT few WRIT ; 

(ii) . GT< 1 |o|-^j fe vifedd feR 3#feTT odfedfei gTRT TfeHifed, KTTfTnTH 3TR fefeiq>d M 

^TTW | 


(iii). REdldd! R ?lfeq>, WW -3TR UdMd MUFR!. tqw WRE t f-q WW W R TW 

WRIT fefe feq dWT TTRTR feq 1 RRTTTR.Tr TRUfel TER fe? REW fel m 
Wlii W ET MHRIHiqRT few Riqu w :wdq WT RIRT | WRT R few fefedH W. 
FETTER 3TR FIRM 3qqTT qq wfet ] 

(iv). qfeq; WITH fe ERR ■RTRfeq FE 1M RETR RTfe RT fe feq EIRR W felTER TcWT 
fe fefeqfeT E Rfefeq RET RfWfel WW RET WET W Ft I arfafesT .3TR WE EW RRW 
WTWRfewfefeqT WETRT 3qqwfedTfeqfeTqqqqqTqqq7E^ETTfe I 


(v). W% fefefe 'fefeifeq EWE REETEE dElfedl ET 3R fepc|*Hk EERT gET -Efefefed 
feq W Efefe fefe RTW fet EE qqqiq % TO WRfe E ™ feEfe WWT WfWMWT 
few er e qqrw fern feR sra® fet fewt qq fefe qq eirr) i er wit «HisR wr 

Ffefefeqr qRRJ WEE fefefeT gRI WE WRTT TH EffefxT wfeq qqfefe q feqfe REW RT 
Mlfeldd RTET I qTTqfeTf 3TR fefedHl qq ETEfeq EsTT ETRET W RE qfq "4 Rh 4" RT 3R 
wit ^ ftqffeq ERt EIRE 3fa EWfeT afw % REETE W WF E feNt ETRR l Eq % 
3#rfeq fetqfefeqr W E WERE qq RE qqqqq qqr-3TR RRT Raffed ER qq I W REE qq 
arqm ^ trt Ttw qqqrq hrm qqrw#r i 


16. 3ft? 3W Tjfw Hiqql : 

(qr) cRtt n<iMq qqrqf 3R w% qqqrq qrt qwn % frrq -Ttiq^qqi f i wr w qw ttre 
W^7rfw^RfT-En%q i r%qqqzRw%qRqTT'qTfq%?rRR#t qi%q i 


(7q) TTtf 3WRTT TfR qqRRT RR RW RtR R%q I fqRRT THT % TWiWT ^ T?W 

q>l f^qRi (rsqrqqq % irrq; qT^^qq % srqtq, trt iqqq -3Rqt^q^q?nqT qiq 


(q) fqfqq "3?^ it wfqq ^fw qqq ^qq%q reftett rt qrqrq qfqqt % fqarq qq qqRHT R 
3TTrq-3TTTqRqTFqq i 


(ej ) qRt qw q qw 3WHt qqtq stn few fe M feqTrf mi wit qfwfr, qfeffeqf 3fe 


qfe qq ferq ■3T^qrfwTRt % wn tod tqqrq wt qir tr i 


(fe) qqi 3#qfeq % w feq qq w qq ferqfeq sfe few wth % q?fe sqpqwqfr srt rf 
^r#ert few qiq ffe feqr rttfr q q qfer ferq ^rq f str qqiffefe fqqqw wrfer wt ?qqq 
fefqqqqRfeqq, qqnfeq feqqqqi 13TR3q%yRTFFWRtfqRqqqr| i 



(*0 3if^i m^T f, fcmw; 

yif^r, ftwr ^r 4 afa wft srrI^kt ^ -mI^ti fam $ 1 swj^t r%ctk^ afa ^taH-w. 

c^frraT^^rT'HIHiTl 1 

(^) TTT^fif affc ^r 4 RT ^eRT Rdl4«1 "4 ♦H-Sffl, fqfH^W cTR^I, 

3RRTR tIR^ IrlBft RR, ^TR ^fdd Ft, fcw tIR^I R 3RRT Weft RfcfT WT aft* 
*HU^RTTT ^ qp.fMcldr, RR ^T^rT ft 1 

17. <wiM 3 tt>^rr 


(cp) o^rq^ ftuft^ 3n^Hd> UdwrMHI fftt^TR^ft Hl*Hdl ft ft^fftrf f, ftt <^fdddi *TT 

OTijfftfc^ft faift) 3cMK ^iFelfil ^Wmfacf ^Rft# I W -yjdf?dfl ^3t^T -ftftf ftt 

. .. >. s ■ ft /V h V »A \ \ ^ ^ 



(ii). wt?£?3RT wtfiT4f%faftRH 3TT^aft*cW41d%fftRRft^^^R 

^“ntf: 

(ill). 3TT#R7 RR#ft, 3Rlft ftfc 41 «h dcMlft ftfr SffefT Td^ft, ft^INHT ftt? 

■Hr^mlw Mftm fn^i^^l f^RTRMT^ ; 

(iv) . ft^TR dtHK ft) ^ifncl wfsh'41 fftftrt % 3 h*jhk Rft cfftftft TRftftftcT fftR ftft ft^l 
RRR ; 

(v) . ^|fdd> Hlnfrlft fftftt ~$\ -BFTF^T % f^R aftft^irT cqffti Ski *TT HH lift cl fftt{ Rift ft ^ 

wft -fftft) «llJrTl |)fft yr4 c l> dcMKH ^iPlcf* fftftfftft % dcHKH, fftTR^T ftfc % ft I cl 

fftft srt ftk Rft ft) aftwaft ft a^n <JcMiffti ftk faffed 11 

18. re-ftflffTUT aftr <M i fa<il ft<sn irftgPTT: 


(<*) w^qftftfft^rftRftR^-ftftsRT^w T i3*rfen rr a#ffftft r*jr% ffe 

RTRT fftftt Weft ft ^ RT ^F) RFT ft fftjRR ft f^R ^ ddlftldl ft*3T RtftR ftftR 
MjftTjrRRTWH^ftRR I 

(^ ) <50HI<V1 ftft dstlftlft Plftl u l ft^ftt Htjejaftft «iVhm) 'Hfta f^fd lt ri(Tr%Hlr!’ ; T^>F 

^R# %f^R T^-f4ffeRR^ 4Wx-mi ^ 3RFRIT RRHT I [^[dHIcll ^ t ^ f^^xf 

31^Tcft, 3#?T ®q%T #t, ■sfr % 3R^ RT RR ^ ^ t aft* ^ 
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^ T| h 5 PH ?RIT fefelrl yfei fefe RiT RRfRRi fei^T nfem RR fe .1 ^R-fefen Rifr 
yffellffe RiT felT ^1|lJ J ll, fafe TR-fefeT fe u flH ^jfeRRT RR fefe HRT nfet 

3R[Rfe fesM fen fejn TjRRlcH<fc RiRRlfer fen Rit fent I ^IKlrHRi fefe 
ifeiuyr sTHitfent i 

(n) chklsW y=hK <sHI<ll '*11^ ft? Rf? fenHl % RiNfe^H Tf Riffel Rit RR ^4) 3fe 

fefe TfR.in-iR. nfefer fe ffeife rr r% i fefefe fe feiffe rr ^ fe Mw 
3trrI nr, fe nnnR rtrr fern rt rr-rr afefer rrrt 3w fe anpfe RRHfe 
yrfefen srt fefe fe few fe fe rt fferife fen wn i TRfefen % ffe 
nxRnfe rrt ^ =hifn=h fefer fet 'nt fenfe r> RjrfeRRR rr rrjrri ^r Tt rr 
fel ^TRTcR^fefefefeffefe^WnrfeRR fen WRIT i 


(r) TR'fnfem % ffer Rfferf mfe, feT^ 


(i). chl:H+ : 


(ii) . fefe fefe fen feR; 

(iii) . RRR fe 3RTRR RR 3Rp$TR; 


ff fe fm nfe Rii nusROT 


(v). nRTRR; 


(vi) . jrMt'H 3rk yR>H srfef Hfen; 

(vii) . fefefefeT; 

(viii). yfen; 

(ix) . TRRSHT fe Tffe ; 

(x) . TRRRR fe ^RTRRTRR fesfe 


(xi). ^trrw rt rtrr rwtrtrt rr ferfer; 


(xii). RTn^feRfeyfenfeRn; 
(xiii). rferan feR; 

(xiv). cfe fefer; fe 


(xv). ffef fenfenr Rs nffer fe fe rr fe tjrrirrp^rtr i 





[<IPIII—T3"g3(i)] 
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19. <Wlfrl<il «uuh1 : 

(^F>) Pi 4 l"^ u l, VK't'taR, ' t H< 1 n(W>*H (di^Nl ^ W^d 

ffe, «it *1? ^PiR^d Cft^ll 4l(*icil4 3ffc drtfa’fift hOwI <=H+d«( ^ffe? 3fft *TFp3> +ii*hh1 

^ rt (it 3»fer % fe* fet fen m\ t rt it feft m 3TPjfrF % fe? ^n?t fen w f, 

d-fe '^Iddl HdltWHd* Htpi mf HdMHf ddi^t^factnFft^ffe 

i ^^Rdd P<mi 

=MiPddl Ph^ui sfa Pd^Hin ^ 3 y^R ^^rmt t #jpr ferm 3 srt 

#t, ^ fa ^ •fJCTOT yPsfrijlPdftfa 3fk fefaf ^t WM, T^qi^T, HcHIHH sfft 
3>rafapR I 

C®) Jlrfa fain Hi u | ^TFR, 3#cT 3fft 3T^»fe 33faM 5RT HdlPtfd 3^ ddlPrtdl UAm 
ifeWIMI 4*llPHd eh^HI I 

(n ) 3T^facT < H U 'SK U I 3T^?TT3Tf RMT M^im 8^"Rstf%fe? d4r1«*T =Miqi 'd|i“ll I 
ddliddl Pfeu| farm HH<*> 3* J^idH, 3F$m 3ffc | 

(tr) ot>^ h ihhI, Rnzjfan, ®rfa drnfa 3fk 3fe i uihjA % fej 3fa ^i?r 3M w it ^ 

4dfa™f STErwrarf ^ HIHldfi*! %fe? HHd> MdldH llPshdl fafa 3HcTSer#ft I 

(t) ?n4 3rf?^pcT 3fk feifad fafe?T WTfaff 3fk dcMIdl % fe 7 idpHldl ^RT 

?rt 3 ft ni 3fe it mxt 11 ^ w$R, ^mnfp ^rr ddiPMeO sfk/m d>idirH+di % 

TR^OT VIlfMcd #t I 31l^fdcbKT / ftlpHHidl3pf % MW *ft STTdffa nffeFT % ^TH H7 feq 
f I ^>T H<isi u l Wdl t “1^ e W*ll?HetKll H'0w u l f^T >^1^11 t 

0^) 3fHK 3»I cR|f ^£T fqst>l ^TT 3TT^?T % fciK rR rfqF> ^IRt («f>*ll «1MI ^ ?T3i 35[f^KT 
o^lw (^rf) ^RT fdfld HM«t)l % WH MHlPwid ^ fo)*JT ^TTT 7 ^ S^chfed fe 7 ^ HM<t>l 
^3rtW3lP%3^TRtl 

wrai 3f^ PdPnfHd TT i^HlP^d hO^uiI' % f^TT 37T^V-!ld» W ^ ^ ^ 

Jjnl ^)J|) I 

(^r) <^*1K vJrHl*0 ^ 'tfoif^d 3^«1 % fH^il u l 3)t 3Hcn$l|3?f y[st)<l|tiid H<ift1 u l % 

hRuiih, idPHHlui (^P^H ^f#fT) S^, ^TR 3t*TK ^ PdP^l^i % W 3ffc ^TR ^> % TT^ 

H%OT '?#d R>RR> ?ITfHrT #rt | 3Tf^3f drHM WTt % FRWT 3ffT 

cMlifitii PiqVi fcTHHi yide-HiifliRFl^^j^K <Jdirq ^t fept iJT idd^ u i 

f^T 'dli^ll l 
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(5T) Rtlfddl RWT RlfPfqT HR TRjjfHR FR Rt? % RR RR 4 RT 

RRt ! 


$ RnPddl fowl f^yry ^ry ^ug | <u | R[ RHTK?I MN, l >lPdR RC ?tFR ^H^dd TO 

[FHRWTRRWRfR^RtRT^ I 

(z) RflHdl i?W % TmRT 'gTRT RHt RRF PflRddl Rt RTH 4Fdld R? RTRTt 3^ FHR 
Rp>TH<c| 77 ^ ^nTrrf | 

(3) RRT TMRRI i afo Rm IRRR fgM Rt H%R RRTFf % HFFT Hcdl^d fen 

(r) r^hI rihr, HFnfHR, f\m rrir 3fk 1 fer RRyt % tftt rRr famfe rt RuHdl 

f™ fWT jTRT R'ffifcd sift SFjRRcT pRHT RTRtt I RH Rdf MP^ddd 3#* Ft, Nl^lfedf R 
3TfHfWR^Hf^RTiRr I 

(R) RT$Rh>TTH Rt TpRTT 1 Wf y^lJIVIHI R RTRlRtTW, dRdlRl RFR RIRR, RRH 

R^RIT 3ffc ■SRT RF^ RTHflt R HR®} FPTt I 

20. [dPHc'Di 

0*0 R^dt HRpildt 3TTT t#TR HIHPldl' R PdHkdKsId VllPdd : 

(i) . 34fH%?T HR 3f[7. R THRR Rfe RFR ; 

(ii) Wt, TTFRR Ft, T RH RRRpTT HH l RR 

(iii) . Wt-^Pd RTRTRY RTF cT R'RHtTI Wit RR HI TERR 3T%TR ; 

(iv) . RTRRt % fdPH-lldl H T Rl^fdRK RR PdPdHtHT RIHTRRRrtt ; 

(v) - i^RRTTt%RijH ; 

(vi) . RpT RfR RR RR[^T Tr I TrRt RT yTRHT tRRlRf % RHR Ft; 

(vii) . ¥f 05 RU| RSRRTRf 3 yR po|Hf|M RR 

(viii). T£T:RteRr % HFR H ^FRR Rt R1HRHH RRR I 

0^) "FRITH RRETt RR RRsyr ft % ETP fdRtdflsld PdfHH^l ^llPHd FfO T 

(i)- HRJRT TTcRtTrT F RTPT RfR-THt, HRHlR HTRR, PdU'lfwfl, rVf TRRRf, RRTF Rt 
■yfoRT RR f^RR TF'ft HfRR faM R RFT R# fRT fRR RTH, F^ ^tWJ^R 
'fjpftdd RRt % f^R 3ERR y RTRIT ^ TlW HR fell, didlcHR -3R#ft HT ff^R ^RT 
H# f Rt 3flym Rt RllPddl ; FpRT Rf HRRJF RT R TFHlfRT RT H% I FFR RttH RR RT 

t^R^ujsIRF 3RTR RtJ; RRtH R HFt RTRt ; 
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(ii). anjr-pt^RTt^rfe 

3ik 3414)1 'qi^H fen ^TT I ^ ^tcf# ^TTf % ^pif ^ ^Icfi I ^FT ?j^f fe 

^nfe^irT 'FeT "FT 3TT^cT 'FeT WlfvRT f^TT 'FF”TT I 

(tj). nsfFT 3fer muft, ^rfefe sfo «i)+ dcMKf mb afrc 

I feH^l 3^4 I 

(4). ^Kf ^TKf % <iM$W 3 fe'ifciRsIc.T *ii(h<?i #t: 

(i) . m ^rm afk ^ 4 r4; 

(ii) .^^fe M* w4; 

(iii) .inFT ^r fwF afa % «#; 

(iv) . «nfl ^ ferraff *rrair*ra> afk jjuiir*H> aifefe 

(v) . tpjsrfur ^ 3WTR 3frr *mM, ?TPiFf; afk 

(vi) .feq^cW^ i 

21. Ml434 4JF 3dfefe : 

nfei 34 k ftffo ^ kr^ #4 % ffe fafeiW fe*n krM ^ 

^fefcT HI434 4J4 3#T?^Ffe I W*T ti1=bHW»l 4^4lfef 34«lfa 3c*4KH 3jk 44lFdd) 
fefel ^K| 3fk 'feffe fen ^utrrri I HI 434 40 'ff fe#ffefTTIlfeT FlF: 

(i) . 3cMK 4fe^ nfVcl dcHR ^ FFT, 'Ft 34l^> faPickll 4t *H“ffer Ft; 

(ii) . ^t 44iUic* %im ^hF44> hr, *rraT % ^=t fet rf f^rm, wm, 

^TTF4^T WF ; 

(iii) . U^4rl fe =TToff 4HIHJ41 % *FFT, «Nt 4T- 3lk 4fef 41041 I vieT'lo f^TT 'FTC* 1% 
^4i44,4U| %feR4))^ i\$\$ ''fefe Ft^^E^t; 

(iv) . 3|fefe 3fe^K%^44U| fe^4^^feTTq, 3*k ^HT^FT, ^ F^nft 

3cMR ; 

(v) . HSB qPl ar^gTeT -3^T^T,fe^t 3M4)4»1 4ir fa°KUi ; 

(vi) . 4TOfi 31 jjnlvF I, 34>licW, i^WFi ferT FF^^I 344HU|1 Rit ^feT ^ tm 
■sfet ^>t fqfefT ^TT ; 
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(vii). afoy pk ri^ur ojHj ; 

(viii). ygrcr Pmujt ^ ^fh=n^rf Pr apj^r; 

(ix) . m<^3^f^%F5Rq3Tg^3TT^^^%»T^RnT^3T^R^,^T 

; 

(x) . umM\; 

(xi) . ttfcb'l %fqq<u| 3fkR^%cPfrI | 

22. 4%pFT 3 ^t^j yfjfcMR 3TfHH73 : 

(^) yW<ti 3RK 3TR- %frR ST^FfR 3T^?T#t I 


(i) . 

(ii) . M\U<b r^frl ^rf^cRnr; 

(ili). 3^dH3Tf^^B?^^WTr^T'iTRT, W R 3TRcH % 3TJRT7 ■3#T3Rfr; 


(iv) . RRSnT, ^TTfST aqfa TT^TRf i#FT, Pdfe Wifi I TTIHPt Mh^ | T ^ RsffVcT 

PT "?P4 ^Toqi % ^ HlH^h «Nr -Hl^ % Pnj 3TT^W ' 34>p R 

WBMTTEfTTjft^; 

(v) . rR^mt ^PcT Wr otM virPKH 3fa R£t, pH tr BRR ^ 

#^^TT3Tp^F[^tTrt 3TWT^t tT UllsI 11 

(vi) . 

^tRfqqMl^cfi afjq Py|li( ^o|jltI|(Hi|[ cRcj) ; 

(vu). pRt 3^rft TMRR 3Tt? T^joRT cf]^ OTRRt RfjR W^R 

^MH ^n^pT cHU| ; 


(vill). Rj} 3#?: ^I^fd % pR 3pp# RprT PPR 1 h4s|U | T % RtT, ppR 3fa 

^ JRFT % TRRR ^ FP PT P^R tRR cRT ttpi -RIEpf ^ Rp 
^I^TT, PP pR op Tp rT RRf ?RT 3lf?TR5frT RPR R RR 

^l^q] % RpT x^fqpqMd fpR RTRTT I Rfap #Ef ^TRt % p?P WIT 

P faflt ^ ft R 3TRRF? pRRp ^ R RfcJHlfU ppf Rinft I 


-ggg3(i)] _ MTO 

(^) w$m smtk % faq ^Nr ysf^r #n i ^ ««fon *f to 

HFTf^^mnfcrFN 

' M \ M^4^u| %^^^^^N^^?ft3^3tfi<Ri<gn fr*. ^m j ll 
fa tom afa cfa 4 iwc^ smik, ^n#n *n ^mrot ^ t, ^ 
4)*hn^ vi'HWui % far* srtfificT ^ t, ?^r fair w t 3#k ^ fa> 

y^^W u l % FkH ^Trfa «R 1I T''TT PiMleiiiao <nfHtal<ga <t>) '*fi'f f ft ^fk 

fHHPdHsId TOTTcfa % faq 3 tR< 1^ °3f^T, 5RT W ^ cTRfa *iPsa 

(i) . ^TK^r^mT; 

(ii) . 

(iii) . 3TTMT F^ ^ rfkte 3ffk ^FMT, H^'iH ^R"lt 3ifc «KHiqi 

^^rr; 

(iv) . denim % ndot> ^< u l % fpl^ 3THm4l oqf=fn Hih 3fa*I^ \ 

(v) . dtMKH % faq?T T?Fr=njaf ^Rrrft, % lHM<$f % 3H?n?iR 3fk ^FT 

(vi) . 

/ ^TT fafa^T "Ws^ ; 

(vii) . ^^faf3MkR 3fa S^G M^kl ; 
(viii). flfa^T^STOkftwff 3^F^q^^^f^(^)^3TOWT3fk 

^ftfiiMiKi hP< u iih) % 3ifac^g ; 

(ix) . fafalW^fafa- 3fk ^Hwff % MW^HM <i^K ^t^TT^T; 

(x) . 3T^TrT dcTO #7T3ff ^ HFc^pjot fN?fa % ffaj ' Z U 

wifawfaj '’ii 5; 



fr) 


£0 
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18 


THE GAZETTE OF INDIA: EXTRAORDINARY 


[Part II— Sec. 3(01 


(xi). ^ T^EldH % frTP ^TT^TcT TTc^FTT Trf?cT % 

Tfi^f fsf^r ^^13^ xr Mwi i 


23. : 

(°f>) W*=t*u| f%ir ^rpT #ET % ‘HFT 3fiT ^f^FT 7WT ^TTWJT I 

ST^ft % TJTFTrT RFTi RT 3TMf7cT ?KtT 3#r ^ET ^ 

^t faMr ^ H3>R fe^r ^ ^nqnt fo» 3 t^§r ^fert 3 w$\ ^r tt% 


t^) M^MH ^TTR ^ 'JllLJjf) 3#r SffrfoftlcT ^ ^rft 

^i"'Wi< sftryr fq^ btrk, ^frn^ryr tttw[r#I Wh 

24. hmd y^TFR 3^r srfa^r: 

0*0 TTF^fjETt' yft fTffRT. 


(i). oRrcft, Mhd 3^7 TjfecT ^#FT TTTWf ilfOofi 3TDJTTT 'Rlf^T % foy FhR^cI 
HMD h^jicih yP^iqi^ 3^7 STfiTr^JFfO ; 


(ii). yrfyr 

(^0 3TT^?T k^pTR THlHlil ^[RFT sffr yiy yy rf? ; 


0§)yrfyr strife; 

00 fOfdHlrll Sffa / yi 3n^|r|'D»K =fi[^TRT ; 
(et) farnnirii ^r^i^TTTKnwii; 


(^) 3n^Frf yft ^ w sfft « itc^e sttnh ^ ijm m ; 



^TK^TTRsm; 


(e?) 3RT TJTRrl feorqt yy TJ^FT 

(iii). 3TT(fe ^ldJ|, wm 3#r 3mfW WBft, 0#^ TTTWr afiT 3RT TTTyyt, 

^TT -H^McI it, MilsJd ydMd Wh^dlO #ft | 




VKtT ^TITT3TT31: 3raiW! 
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[qpTII—g”53(i)] 

(iv). MH=t» 1MMH MfsMI^ 3fa 

ci L l c fr< u lT%'H J -i)H '*111“ 11 t 

(13) ^^TT:- 

#): 

(ii) cW % ^ PiMfciRad yiifnci t>TO : 

fa) 

fa) y^rf^TFRT 

Cfa) WT#^^qnfaqr$41<*>1 rfd<d) 

<H<wM: 

fa) fciq 'dM ^- 1 ) q>) ^1 1 

(it). #et^^Rs!TR:- 

8fa*JTforc3rqK%5lfapsfa^T^ 

#q fasR ^ W^MI ^TrfT t, 5f*llfMr1 fafe) cfitfa^TT %^o(<u| «R1^ cfi# 

hm*d y^k'M xfWxii fdftjql ?Ht I 

fa) ^%ur:- 

3fft 6<^\^\ % rcMui ^M^ysRTt'q^fRfecT hP^i fgf^nff ffnt, 

f^H4 y^=K1 fafaft 3^7 dH=t)<u| ^r^TR^Tiy | fHtmfcd ~ C R^RT 3# #fRs l d 

faqwr 1 

fa) faWta u i aifafa :- 

(i). 3rf^st*f (HHpHRdd aqfaf TITpHd #1: 

fa) ^rqjf) ^ dfMiq qq hr art^Tfrar^r^q; 
fa)#Erwsqr3fk:^^facr^ci^ f^Mdi ^ffc/^^rnjfrfWr; 
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THE GAZETTE OF INDIA: EXTRAORDINARY 


[Part II—Sec. 3(i)] 


Eff 3 tr Jiferr famt % wt; 


( 1 Ef) fefenff 3TR ^'IUHI3Tf Fife FfetW affellH cf4T feat few ^>T Tfet 
(TfeR) 


fe) TTfefT Ffe fef oafeal % 3TT?IT^R ; 


fe) fet^Fi Tfk fegn ferfej ^nfefe % ; 

fe) pHjJfer ^ wfeK w W, 3TR 

fe) Trmffe ! 

(ii). fefer hf y^JHH wifefe #ft fe ^fe ffe fe fe ^R^tr % 

I 

fe) d4*«M T^ffepT ; 

(fe feFtfferfefe ttk ferfer; 

(fe TF^TTT Tmi fet W^dl ; 

(fe 3fen, 5im^JT, fel^T 3^r T#rT HIHrt ; 

(^) M^U^iTfertanfel; 
fe) =t»1d Ffe^>; 
fe) ferfe; 

fe) felRT ^TR ^rt fe V&m ; 

(lO^RTfeRmr 


25. 

fefc^rfet%ycfe^fel^TfeF^ ! fer 

fedfe ^ 1^ 47 M^lRd FT^fr TTTferwf fer %fer ^Ic^iicfr TW^feptFf ITfe-TFfe 

^^aT^n^^FTrfe^^BTT^rT^yffefertfefe^ t 

26. tjt: wferr attrwfferr (feart): 

0*0 feT 3MW I, fet IF fed flfefet ^t WTRT fe *Tfeft 3TR dfecfe 

3TT*^rTTR ferFT IKT ST^ttfeT fe^TT ^WTT # sfR-^R 3fe TTTffefe ilPdfeniaffr fe 

feffefet 3TTT fefe MHlfe. WTT I ^Ff ^'STH’WF'JI <Hr4INd fen ^TTFTT I 



VTK3 WT WW: 3WW 
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[vwii—Ta"R3(i)] 


— - - - - 

(T§) Rfc #R RR ^ T3cRTRR fta ^TTRT t ^T: TOW ta>RT R^tafRT ta 

atf taRsid fta wtttrt i ^ trrw Rrt tatarfi % rtrwt r^ tar ta aim'll- ta 

^KicHeb 3RTRf £TCT FTRR RTR-RTC #TT ta ^1P**1T (WT ta* e W< u i) ta ^wIh % 3R*JRR 
^RirMd> <iR TR fta tafet i ^t: y^^HP u id taRR^ifacR *ttaqR ftai ^i^RT i 


(n) ta? SFJTR FtRt‘SRRR 3TRftartaRTfRTRTta <j^i^ Rftawta ta fatal talrfcta 
3tataRT3^ktatafR*RTWTT”TT I 


27. farKW tatta : 

(cp) ^fafta fta WRta R? 

#ET ctd li dtil fatal R>|ftR> ITCT k tatfta, 3 h^h 1R^T ta WI<1 fR*RT RRT t - I * ta ^ 

RftaRRtat^Rcta> HltR'RRRRF ^jfai^Rfl ®tta%fai*i ^Kjftan SnW'R (tail ^fRitaji 
taRT^taRRTt I %lf4^f4f4fh%R T7 5R w T ta tata %tta 31-^1 41^5 tajta 
taw % ta tat ta % rtr ftrr taRrR tar rtw i taw Rta rt wkw^wtstT % 
3 TRita tar tatar ta tat ta ta* tartar ta ta4 i ^tat % ^srw %ta hm^ 

RRTR1R ytaT3TT RR ftaRT taT WTRRT I 

(n) TRRRW RR stata ERTR RTRT WHi*'(T fo TTR* tatta TRtatatata RR talT ta, R^R 
WR Riwt 3TTR?RR* Ft, ta' R*t RTtRRRjRR* 3fa T JRt RTRRT HMl-t RR ^RR RRlR % tta RRRTRR) 
y4lRdT ri^fr 4di wmni 'dim ^ I 

28. farfRRFRRRW aft? y%RT iMRRRRRRR : 

(rO fafaH I -RRvT W 3RRRR 3T^t falHR TW RRT3TT RR 3TTRRTR WFT WU ta ta ^R HRlfe 

Rk i Rta % 3 rjrr mv<\ ta wrw i ta Rtar, Rrtar ark mx% rsV rtrtrt ftata tata 
ta i 

(tr) arftaftaRkwmt 3TR ftaRt rr rr tark rrt frita mfe r4 tm tar wi^ii, 

y^fejrTTRiRTWTRRT 3TR 5-HR)l 3T^8rfW PRiRT Wl^ll I 

(Tf) TRTRRFR 3T?WRR % 3TTRR RT RRRT 3TR Rita TRlta R^t WRIT RTt Wl^H RRT R? 
■qHf^Rcl RRFT % TWR -STfRlta ^RitaRTFR taT WTTRTT TRT R Rita RftWFT HW RRR R R^TR 
I H^cR^W RRRRRRTRfRRRR MfRlfyicl 3RT Fr>RI Wl^ll 1 

(R) WR HTRR RT1 RTf? RRT RR^ ^ RT RtafT Rta 3TRRlt tat TRRRRW R^ 

^q^RRRT RR ^tata RRR % ta 3RTR ta ta4 I TRHftaWTRfRRT 3TR ^RRR RR ^RRRT RRR 

.jfRf^TrT RRTTRRt RR RRTrTR ^RTK «MH % MK'Hlftci Rita I RR RRR?H tRiRT WTRRT I 

) jrRK RTt TjWRdl 3RR / RT RTRTRT RTt ’JR: "HTRlRRiffT RRTJRifRR RRR RTRT"^RRRWRTRTRRt 
RtaR^RR^taRTRtawytaTR H^rR 1 ^ q^ciTRt RR tai wi^li 1- 


29. RrRTRRTRRWRT:- 

(rt) ta^RtalRRRTRRtaRR^RRrta taRtaRtatRta^Rta^ tattata, 
ta taTTafr, 3TRjtam ta Rita ta RRtasrr rR ^trr ata % ta ta Rrt wr rr 
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THE GAZETTE OF INDIA: EXTRAORDINARY [Part II— Sec. 3(i)| 

^ ^ i w Tf sppfawf £rt fife aftr TTir^rm <w4)*i f^rr ^tt 

^ra»fTTt I 


0^) ^FRT RlR % RR 7 3##fT <^f^rf«4i ^ f^d^l ^RTir^7f | 

(tt) 3 JR%?T oqfer t^E 3 #FT R# % WT ocRK ^t 3 TPJ?T 5 fk ^RT #rjT# ^ % sfa 


fa.) ^TTOWtjn^^^T^^^3T?R#TT3fef^^t^l1usifeTf^iT^rf | 

30. f$reiro#: 


fa>) ddIMil ^ ^RT f^Rrff TRfaT ^T^IFfrjfe ^ 3^ fcfferT 

yFsh^i i^rmr ^ i yfa^ fcid^d ^EH^dMfa^kH d>Rd1 % arf^fer 

rWT^IKIRefc <fiRc||$ d^f RE 77 ]) j 

(^) d^t 7 ^ dilfalS, rilq^ui drHiq dtf dTR RTTd ^F»r dcrHy diR dfat HfeTI fdRdt dd fclfecT 

StRdfedfRT I 


31. TSJoTddTTTCRWJH : 

3^#^TRT SKT "RdT d^ dTRT dW % ^d d TTdJ T%dT <RI<fa «HTdT ^TERT, fadFT 3^ 
ifdT SJIkl HK'H't TT ddH. d^t did dfatfalHd) IdWiddl %d<rHiqd 3TR ddlfa'd) M-faui MdMdl % 
dPR Idmfd. 3R diddl'd^ RTRddT 7 Rferf FETT t 


(d») RdEd TTPR7RT 

fi). dR ddTtt^fR RHdRt ; 

(ii) . 3(^im Wdddff »kt df d? 3Fpfd % 3RdR ddiE^ idifafaT dT^^ ; 

(iii) . aRTTOd^diMdmi, dfdddf RdffardddRratt; 

(iv) . ]dMHI u l td Mlfa'H WEd"3cRf<i dd UdiK 3TR ddH ^cfadd dd dfal'tsl ; 

(v) . dRKH, ddlfadlfdddUU d^Hd -3TRT IddJuI dTWd dfad]Kd i dftRim ; 

' (vi). TRT^TRTR 3fR tR^mTTT % TT^T R |%rE?H^rRT 3TR WRTrR 

W( ; 


(vii). dRR) J|J|ddl dddd ddlfa% WdTRR ; 

(viii). dR%Tdd^didd^dd?TRR ddfaRidddiR.^3dddTdddd; 

(ix) . -tK°hKI RddHT % did ddld>d dddd fait; 

(x) . fafafl ^ Rid Mdfad Rdfaf % fal t I 



[qPTII—~S”g3(i)] 

(s) 


^>1 tMH5i : 
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(i) . drMim sfft ddlfddt ^tf?cr ddlR-ldl 3 TI»c([’HH %f^r o<4c|^| <^|P) c||tf| *p|dd 

; 

(ii) . TJs^ <1,1^1 ^^T^TT, ; 

(iii) . 3Tk ^T ^ ^^sfT sfl? arfi^d^ Pm !TO ^ I; 

(iv) . <icMi^H ^ 1 '?4c : r^T =+>iFh=^ ; 

(v) . 3?T^WT°ijRdJ|d ^Icl^dtKii^ | 

(n) ifom- 

(i) . ^n^^'^rTdl^rdfHHIui 4)dHI^Tfa<=KUi ; 

(ii) . #TRM sfa ^TTf#T; 

(iii) . -HdldH yJlilHdl R^T 1 dl^dfHd ^ u l % ^fer ^ftfemT ^J%rT 

H^^Jt #rf% 3Tk 3#T^ (yunf^qi % )<c||Md) K^^fR I 

(iv) . 3lr#[cjT fdt|l4 M'^i 3#? ^IhM % dM'^Nl ^ ; 

(v) . ^T^dn#rr^riFi#i^ fw^r (y unM teifasO; 

(vi) . ^fr?TT%f?W 4ldHN4 pHdK=h SPJ^M cH-MSm! a5TftlW>I I 

(^r) m<bi »\: 

(i). dd4l^H 3^; Pi4^ u i n^'l'i^itt'iisrf yqw y^tg dHch< u l ^T^ififFcT fa°K u i ; 

(ii) . 3WJ| %fdd d'HHid^ HdUdi R fddR .jfa JRTrft; 

(iii) . 3#f^T WU||Ph 4| 3R WdT WWR ^ aWTf ^TcTT 3TR 

■SiYTfdvi ; 

(^) fcWdi: 

teUm &rf 3fk ^f^wfed rdr^if^iiTi 3#?:i?f^rrfsrf^rti 

(5T) : 

fa) r^fHHlui %1wr 3HMdl4 ^MlddlfafaR^fa 3TR ; 

fa) PprarTT ^ faffa 3RT dWI<)d M<H*I drcfa 3RRT ^#i I fa*J 3ft? 

[h<Pr) | 




24 


THE GAZETTE OF INDIA: EXTRAORDINARY 


[Fart I! -Sec. 3(i)] 


(*y) w: 

(i) . TJH 3T1K % Tf dcRKd ^>T WSTRT N=)<U|, MH^I WR 

(ii) . ^ FFt. wm, wr 3 tr ww chr m*i -siKfw wm 3 tr 

rWT cRTR di^Kl RW ^ ^TST?^ ; 

(iii) . 3U«frf*T 'HHIIrI W ; 

(iv) . ^KT^TTtf^RTHcKtJl I 


(IT) ^uMtK fawT - 


ip^Tii hw wim 3fR ^uidiii t™ mFT ^t m^r i hrr 




^^ufafw i 

(?T) WT rilj&l 3^T - 

fgfa ^r r^u, ^uy Trpf^wrfr ^rt mrhm wr^ff % wr stretr m 

^TFRTT I 

($) drMId ^JTfcRTT°T, iyEEREt 3^T eim/l HMMI - 


i. TRcRW eft 3fa 3Tm^^T yu|Hl ; 

ii- f^l^lMd 3 TR^?RI^Rm^^TRR 5 t^I^ 5 iTT I 

(7) 3TfrtT-fR^m - 

^IcH-f'K’lqFT %fWl R ®ldRl W T^EWERT, TWriy TtR 3 RJm 41 WEO fe'tRjT 

dcniSd TRTT ^s?Ej3Tf ^ 3 h Wl IcjH-HRI TRETSTTTElM-HlcI! SI/1 l -ll( y H RTGTRTF ^jr^fyET WRrf 

I I 


(7) ^Tpw> fRftMiETfawfrT : 

i- IwiTyr %TTT ^rr PwrcT f^RT txit '^T 3 rqT^f % fsr^R^T; 


ii. "STW ^ fviWiRd 3 ftr WTW WIT, W eft? ft I 



[MPIH—7sT°S3(i)] 




ttft-2 

irmfefw auftroifeFf / f<bilf fitPiftti 


TJ«IT3ff ofit 3Tlo|?i|chdI ^TFT - 1 3H|c|*q<wi-£tlK mR^cH 

^%(T ^f#fct fw ^irqrrr i ^ ar^rraff % a^dftdrt RF#ffecT faf?p£ artsTTarf ^r 

Hld-I Rf*JI '*11^11 : 

1. ^fefasr IcrfMrhn f^n; «N «wV«w*n 

(^>) ^ ^iRof) atfi^H^T/fWr [h*-ii-j«i< ^ ^ ^ 

Qpfl^f^TT^TTpn : 

(i) . TTT^WH; 

(ii) . ^ <m *\; 

(iii) . ^prt ^NMlffew ^k)M ); 

(iv) . ^"UVmI afa ^t a#RR^; 


(v). l 


Osr) 

^ ar^waff =fit ^ UKufefonwt 

a j f\ 


W.7T« 

(sb^i4>Hm/1cwm 

5*JHfTO W5T 

(1-) 

wnfr ^r (?fR ^^t) 

15 <RMfe 

(2-). 

WRTft TOR (Wl^fe =T fccftw 

15 o|j i4ter 


<Ah( 3Rni wmf) 


(3.) 

MW sfo (dKl 


(i) 

rRW^TFR 

io wife 

(«) 

^JTW?n3R 

10 o| J wfe 

(iii) 

^Tt (-srf^ft -^iM) 

10 otHHfe 
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26 


THE GAZETTE OF INDIA: EXTRAORDINARY 


[Part II —Sec. 3(i)] 


(iv) MmmI 

(v) 3[ifuo(ch 

(4) M" ^jccp-l Sffa 

(5) STIRRER 
WR (cRR M ^bcb Ml) 

R. M MihmI 

T T- 

(6) Mr r^tt M 

(7) M MM M 

(8) MtHRTsT^kOM 1 ]? tM) 

(9) wik 

( 10 ) 

(11) 3RT<R tfa 


( 12 ) 

(13) 


3rM^ 


(iU4«i: 


10MM 
10MM 
15 dMM 


10 MM 

10 o|J|HId* 
10 MM 
10MM 
15 M4M 
15 MM 

10 MM 
10 MM 
10MM 
10MM 
10 MM 


1) M dMM M ^ 3TRWRTT Ml Mw % M ^fcR 

3[|cHfi|oMI t M M M/ J lfM'lV hMM M w/ ^FlMr 3Tlft ^1 M 
MtMtMI i 

2) M cRI deMKH M MMl MMl M 3TRRTWT W W-I t, MMtTT ^ 

eTRT fMTR tM^RN % M TSTR M FtrTT f e# M % M I 
3^<U[ % M M Mr TTRI M HfR % dMl r<MH 

^TFT|?R ddKH M cmM H4^U| MsfRW 20 MM 

M 10 MM Mr i 3Ri Mrrittt M str^rxtt M M^-hk 



[<TPTII—31*53(1)] 
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3) TTTOTt, ^TRt ^?4, ’mfcn/ ^Cpf 3?qK %fcpr ft ?ftcT 

y<^=h Fsb-m^N P4f%<T f^n ^ttttttt i 

2. Ml^ *UiIh+ fePwfui %#|tr WjHHM 

(^b) vmw 

(i) . 41lJxJHV< ^flfdi! Ph 4 ^| 3#?;g?qT^T%f^TT 3 ^- 3 ^ ; 

(ii) . ^idetidi *TTqt; 

(iii) . rpTT (^iPnil %fatr 3WT-3WT) ; 

(iv) . ('^ifHril Ph^I 3 pf 7 <JcW %f?HT3WT-3^PT) ; 

(v) . 3te; 

(vi) . ; 

(vii) . ; 

(viii). ; 

(ix) . / Hi^sblPqQi 

(x) . (THR^R) 

(Tsr) 

?j«t> T??PPT 

(i) . sR^fat^TT^Bfo; 

(ii) . M?T?r^^'%'qT?; 

(iii) . rft^T^%f^TTT / 

(iv) . *A^)4i]<il4W / fcj^dN^ / 4vV14kJT I 

73T. ri<M WVH 

(i) . ftfsRT^R^TiJsraffcftiKK ; 

(ii) . Hw*4k /fq#m*T#T; 
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(ill). dlvH RRT ; 

(iv) . -£\u^ w (#? 3 t%?t Ff); 

(v) . i /FifewteT i 

Tf. fiVIhmI rV *jfFrr ford 

(i) . fer^FT/ f^m/ Ffe ; 

(ii) . fcTZ/ G'dTFF % k-PJ RyR ', 

(iii) . 1JRTFFTFFTFFTRW FR F>Hml % ^1§^1I y u iiril; 

(iv) . Ff^Wr^FFRFnFltFFF^ tm-ta 0 ! ^iiRi^i; 

(v) . FFT 3ITFFFF7 FT FFT R!HH<FFft#F ; 

■EJ, 3nfuejF> *)c(|fHF5 (thi 

(i) . FRFT RIFFRT (FRftRR TFFTNF TF^dt %RTF) ; 

(ii) . ?pr 'H'Md^'i % (rf ^Vf $(f ; 

(iii) . fepFrn / fem / Fill'd 1 1 cWFi<u| ; 

(iv) . HIM HZ Frit #F ; 

(v) . ^dFdlRKlR'H dH*F* 

(vi). FcRFF dFTFF (^FI di-H^fadd'O / FT ^1^1 F%R yRRlt | 

3. F>lftFS 

(Fi) farfFRW- FTF d^llnF) FFFFT FF IfHhM FWR cl FH IFF FFTFIRfiT % RlFR 
f^FFTF 3TR ^[dcRd FFFSTF % FFF fell TIM'll, RRR FT FR Tf FFT IRi FqfFF 
HHHfil rf RFcTTFfT % RTF ^IH'I) FRFkI d^lMF) TF^d ■ / SrfRFHFl % 
fFR^iii] R FFTFF FF 3F^T^ <J=jc1l FT: 

FT FFTR 1"FFF % RF FT HM FT FTFFT fspTF TTRcf If$1'R R TRETFT : 


(l). TJFR'dldM^H ; 

(ii). 
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[M PT [1_^§^3(1)] _____„_ 

(iii) . WT; 

(iv) . ; 

(v) . ; 

U. M HI"Mdl MM M^kM *1T ^ 'm 4«) 4 ^iinq> t 

(^r) Ttfter&r / Pwmui > *wiRndl fnwr 3 wi? #tt 

3ffT ^T^fFT ^ =J>rf WT ?RR^t, % -ttfsTW M¥H 4 fe^TT 

^TTfr, 3 3R (Jch oijRd i||^ Mlfo<b dcMNif % 'ritew 4 *^HcW v$i ^% 
aT^or^fgrT IJ<*> l jui<=blRr1«b <*^1*1 ^M, 1«H^» MW Pi*-iRnRadl 3ii?rii : 

^5. y^H -HIMl«WH*f «KW 

(i) . ; 

(ii) . <*ii*n J 

(iii) . m*R '; 

(iv) . 44taiH; 

(v) . ytalPi^l; 

1ST. Pwfl 4l-4dl MM f^HfcKIH^I ^PER*IR^ ^T 4 >i4hI 4 -HT^ I 

4. m i ^ Aa i Pw> /feef % faq Arift i ariwr:- 

(^>) fe: 4 JPJ5FT 4M& 'R 31^FT-3WT ^eT pFTHT sfa fee 
nT 3fa<*>*fe>7 ^ T^^lt 3fa cH^I MMlQ fel<sl) $Ih) differ | 

(^) fewtfefere^rcfeM fee%feu{ cbl^ fewfe suffer, ■HN't|iPj4i feiul t 

(*0 4W l fg g fr w: TyUsH fclfa fee 4 yffirl fe*ti W<=h <HcTHH TTRfa^ 
^l J l c t>1 ^ ^I’ll tuft's l 

(g-) %£r> 3lfwfe> % c^TTR PHHPdfisId ftcK«l <Hfe : 

(i). '•> 






[HPT 11—gPg3(i)] 


31 


3t wiit faPfebftrc-^iPx*/ 

f^>S «MlA *f '*ltCll ^ l 

(n) fos 3 fafajf ^1R TOT 

WZR rfe "timfez %'K fa#3?«rfrT ?*T 3*T fa ?#^ 

^|fff^;-^^[T %^f 3rf?W 4 -ti^ictjf % tfl<i -i^^f ^ ^T^cl ^ I 

JS<$ ^}fH4> 37fro^ / fa? ^ % falj M^5f W# # ^T# ^ % 

3ri^fa##^^##^#£( 1 T^)3taKJq»qi win* i 

6. AqiPw Pbc «t0 P!i1hmI*i ill&S I 

srfwfa / fez 3THn-3n?FT TRiR I f &^ 

3*faq»jfo/foef 3#lchi^ / fe? Ft f I 3Tf^3^ 

4 cnftg sirth)^ cra^w^raxftt, «i4^» qgMqcqj <Hfaq>W % 
TfTU?^ 4 fatfvfsT ^TEI^S # faPfRW TfTTter wmifqq) ^ 3TrTTT ?# 11^ »1H 3 «sl^ 
^Pjf^rT tVZ fas % 3ffcPT Ih<M u I # akTTsI # 3FHRT t 

«^M<d<*) P«w # PciPhhWi diAa hhi «ros i 

7. mi) -telPw <H(V<wfe» / faz'zft *)w» *HfM> Plfo«4 <MHI : 

(ofr) srfwfat / rllfp, 3^> IRT 3W*frt^lcr -Wlto % 

3TTOR f^qtrTT SRT % M<tal u il % ^T*ft HSc^) ylita'K'l ^R 

(q^K «ix^ % Hiq ciq # vr i1<i T f^ 1 

(^) 3rfKRf>m (3FTl^>!?ra: ?R^ 7pT> 

ti^ l ^if l 3#^cp) % ^ROT 2-8 feit & *R *TT 3#^i?T 3Tfa<t>*ta $ffc 

iU{4 \ 4HH)fcnO 2-30 %^r^K»l 41*3 f 1 

(it) M \ U<b ^kT HH<=b t^Rd wfoa armi hIcWI^i 

^M^dET^IT^fcr^tf I ^^TK, y^lOl^ 3^’ER^^3^t?T%^Tl«r <M^eld t lf*R*ft, 
HR ^ ^iftch c^pHill % 3T^T ^ diwf^ Wf ^#cr T^fcr WlPqcq 

31®wrf ^ PHHfaRsIrl yVl-^M 3TCRM^R: 

(i) . 2 - 8 feifr ^U^ | <U | srf^ch^ch % 1eiTi37 fept ^ 1 - 2 flW ^ 

iznt^T = 12 -18 in?, feft 2 - 8 & tr ; 

(ii) . 2-30 feat % frrq 45 felt ■qri - 2 wi? ^r 

= 12- 18 w30M^.^R I 
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(Ef) dLklcfti cdRd lifted wIzWm *TT faRntai %IqRl^z dcNK 

% w ^efttt =Rrm ^ i ^ptkI % frR ^ 

3TftR MHI U I di’Wfd'^ 3d=1>4 E?* 1 

8. q*M I (jkl fo*|PM UH I » I M^) : 

iT5p ft# ftiprT jmpm) 4 f^#fer 

(i) . r^pHnicii ^ rtr ; 

(ii) . ; 

(iii) . ^hR*hw 3tkws hr (^?f) TffecT^r; 

(iv) . dV wsm, P44 hRi Wh, srewnRiRr zfc m *\; 

(v) . fdRI T FTT ^H u -SK lJ l ; 

(vi) . uTizl'il tkR wit; 

(vii) . Mil 3tU^f%TTTRRPH J 

(viii). qfe/ <widfdd> ^|4W $k % 3T£RK); 

(ix) . -^^7rr,?^TT^T; 

(x) . 3^ftd ^Iddl W\ IhiJRtI ^ ijWWftd ; 

(xi) . ^lo^ch ; 

fxii). i 

9. Rt«i5i* , l 8)11'] % ten* mVm leif^if'Sj<ii % *ii*i«h : 

(^) fdWT BcJ PdR^I 3FHI^ % f^pr ddll<{f ^ 

^ft 3dVl< HP I I 

(^) TfM WT f^ RT RR TTtfH^ % fall W RFRP / fecfadi -T|d« I^i| 
^K*T H Wield) (3TTf3TR^) % 3T^FTR dT dt 3ridft^ Tt, ^ faWT Hd^HI RT 

anfafai.* w 3 jwifad) ^fatfafT d>u$ ^n^ffadi, ^faa ft 

anfccffiLidi dJiM^^q^mT^iT^TiT 1 

(Tf) Rh wV J li fa HldlrHd) W1 ^ ?rm fat ffalT ^TT TI^cTT faf fadRd> fafR £KT 
ffajl RH* f«fa, RHR afaRT^T^FfT *HlcH<* dfa cNk 1fa{ fa* R $dfa d^dlfa 




[^IFTII—ig q S'3(i)] __ TFSPra :-3raPjR”r - 

^ ^ «Rri sfk sT^f^r %*rw i ^ font ^ ^ 

srirfe W TT (fafa?r a^lfed ^Kf % ^1*1 T ntefl u T STRT) ^ 3KK<i'>£ta ^TFft ^ ^fT 

Ih4j|u i M^l J i yiMi sk i ^ i PMd *im i 

(g) ft SHIcri^ 3ftr ^llrM4> H^hI ^ ^pWI fWl ^T ^^^ I 

c?) 3^^T^|TT?T eft t$^F£=t / 

H^-il cf^ ^iifnei fa»qi ^ii^ I 

■(xr) M, HH'FSjfa'faH, dCHI<A 3^ #£[ % 3TTT5R ^ 

^ I 

[TpT. U 1^-11014/2/2006-^6^^] 
^-NT?ffa Wl, 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 25th February, 2008 

GiS.R. 105(E).—The following draft of certain rules further to amend the Drugs and 
Cosmetics Rules, 1945, which the Central Government proposes to make, after consultation 
with the Drugs Technical Advisory Board, in exercise of the powers conferred by Section 12 
and Section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published 
as required by the said sections for the information of all persons likely to be affected 
thereby, and notice is hereby given that the said draft rules will be taken into consideration 
after the expiry of a period of forty-five days from the date on which the copies of the Official 
Gazette in which this notification is published, are made available to the public, 

Objections or suggestions, if any, may be addressed to the Secretary (Health), 
Ministry of Health and Family Welfare, Government of India, Nirman Bhavan, New 
Delhi-110011; 

Any objection or suggestion which may be received from any person with respect 
to the said draft rules before the expiry of the period as specified above will be taken into 
consideration by the Central Government. 

DRAFT RULES 

1 . (i) These rules may be called the Drugs and Cosmetics Rules, 2008. 

(2) They shall come into force after two years of their final publication in the 
Official Gazette. 
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2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the 
said rules), in rule 76, after sub-rule (8), the following sub-rule shall be 
inserted, nameiy:- 

“(9) The licensee manufacturing in-vitro diagnostics reagents or kits 
shall comply with the requirements of Good Manufacturing 
Practices and requirements of the premises, plant and 
equipments as laid down in Schedule M-IV." 

3. In the satd rules, after Schedule M-HI, the following Schedule shall be 
inserted, namely. - 


“SCHEDULE M-IV 
(See Rule 76) 

Good Manufacturing Practices and Requirements Of Premises, Plant 
and Equipment for In-Vitro Diagnostic Reagents or Kits 

Note. - To achieve the objectives listed below, each licensee shall evolve 
appropriate methodology, system and procedure which shall be 
documented and maintained for inspection and reference; and the 
manufacturing premises shall be used exclusively for production of in -vitro 
diagnostic reagents/ kits and or no other manufacturing activity shall be 
undertaken therein. 


PART -1 

GENERAL REQUIREMENTS 


1. Location and surroundings. - 

The factory for manufacture of in- vitro diagnostic reagents or kits shall be 
located, preferably in an industrial area and shall be so situated and shall 
have such measures as to avoid risk of contamination from external 
environment including open sewage, drain, public lavatory or any factory 
which produces disagreeable or obnoxious, odour, fumes, excessive soot, 
dust, smoke, chemical or biological emissions. 

2. Buildings and premises.- 

a) The buildings used for the factory shall be such as designed, 
constructed, adapted and maintained to suit the manufacturing 
operations so as to permit production of in-vitro diagnostic reagents 
/ kits under hygienic conditions and shall conform to the conditions 
laid down in the Factories Act, 1948 (63 of 1948). 

b) The premises used for manufacturing, processing, warehousing, 
packaging, labeling and testing purposes shall be - 





(i) compatible with other diagnostics manufacturing operations that may 
be carried out in the same or adjacent area or section; 

(ii) adequately provided with working space to allow orderly and 
logical placement of equipment, materials and movement of 

- personnel to: 

(a) avoid risk of mix-up between different items of diagnostic 
reagents or with raw materials, intermediates and in- 
process material; 

(b) avoid the possibilities of contamination and cross - 
contamination by providing suitable mechanism; 

(iii) designed constructed ‘and maintained to prevent entry of 
insects, pests, birds, vermin, and rodents. Interior surface 
{walls, floors, and ceilings) shall be smooth and free from 
cracks, and permit easy cleaning, painting and disinfection; 

(iv) air-conditioned, where needed for the operations and items of 
diagnostic reagents / kits under production. The production and 
dispensing areas shall be well lighted and effectively ventilated. 
Wherever necessary, it should have provision for controlled 
temperature and humidity as per the manufacturing process. 
These shall also be suitable to the comforts of the personnel 
working with protective clothing, products handled, and 
operations undertaken within them in relation to the external 
environment. These areas shall be regularly monitored to 
ensure compliance with required specifications; 

(v) provided with drainage system, preferably underground, which 
shall be of adequate size and so designed as to prevent back- 
flow and / or to prevent insects and rodents entering the 
premises. Open channels shall be avoided in manufacturing 
areas, but if inevitable these shall be shallow to facilitate 
cleaning and disinfection. 

3. Water system.- 

There shall be a validated system for treatment of water drawn from 
own or any other source to render it potable in accordance with 
standards specified by the Bureau of Indian Standards or Local 
Municipality, as the case may be, to produce demineralised water of 
IP grade for manufacture of in-vitro diagnostic reagents / kits. 
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4. Disposal of waste.- 

(a) The disposal of sewage and effluents (solid, liquid and gas) 
from the factory shall be in conformity with the requirements of 

* Environment Pollution Control Board. 

(b) All bio-medical waste shall be destroyed as per the provisions 
of the Bio-Medical Waste (Management and Handling) Rules, 
1996/ 

(c) Provision shall be made for the proper and safe storage of 
waste materials awaiting disposal. Hazardous, toxic 
substances and flammable materials shall be stored in suitably 
designed and segregated enclosed areas in conformity with 
Central and State Legislation. 

5. Warehousing Area.- 

(a) Adequate areas shall be designed to allow suffic ant and orderly 
warehousing of various categories of materials and products like 
starting and packaging materials, intermediates, bulk and 
finished products, products in quarantine, released, rejected, 
returned or recalled, machine and equipment's parts/spare 
ttems. 

(b) Warehousing areas shall be designed or adapted to ensure 
good storage-conditions. They shall be clean, dry and 
maintained within acceptable temperature limits. Where cold 
storage and other special storage conditions are required (e.g. 
temperature, humidity), these shall be provided, monitored and 
recorded. Storage areas including cold storage shall have 
appropriate house - keeping and rodent, pests and vermin 
control procedures and records maintained. 

(c) Where quarantine status is ensured by warehousing in separate 
earmarked areas in the same warehouse or store, these areas 
shall be clearly demarcated. Any system replacing the physical 
quarantine, shall give equivalent assurance of status. Access to 
these areas shall be restricted to authorized persons. 

(d) Segregation shall be provided for the storage of rejected, 
recalled or returned materials or products. Such areas, materials 
or products shall be suitably marked and secured. Access to 
these areas and / or materials shall be restricted. 

(e) Materials presenting potential risks of abuse, fire or explosion 
shall be stored in safe and secure areas. Adequate fire 
protection measures shall be provided in conformity with rules of 
the civic authority concerned. 



(f) Printed packaging materials shall be stored in safe separate and 

secure areas. 

(g) Regular checks shall be made to ensure steps against spillage, 
breakage and leakage of containers. 

(h) Rodent treatments (pest control) should be done regularly and at 
least once in a year and record maintained. 


6. Production area.- 

(a) The production area shall be designed to allow the production in 
uni-flow and with logical sequence. 

(b) Working and in-process warehousing space shall be adequate 
to permit orderly and logical positioning of equipment and 
materials and movement of personnel so as to avoid cross - 
contamination and to minimize the risk of omission or wrong 
application of any of the manufacturing and control measures. 

(c) Pipe - work, electrical fittings, ventilation openings and similar 
service lines shall be designed, fixed and constructed to avoid 
creation of recesses. Service lines shall preferably be identified 
by colours and flow - direction shall be marked. 

7. Ancillary areas.- 

(a) Rest and refreshment rooms shall be separate from other areas. 
These areas shall not lead directly to the manufacturing and 
storage areas. 

(b) Facilities for changing, storing clothes and for washing and toilet 
purposes shall be easily accessible and adequate for the number 
of users. “Toilets, separate for mares and females, shall not be 
directly connected with production or storage areas. There shall 
be written instructions for cleaning and disinfection for such 
areas. 

(c) Maintenance workshops shall be separate and away from 
production areas. Whenever spares, changed parts and tools are 
stored in the production area, these shall be kept in dedicated 
rooms or lockers. 

(d) Areas housing animals shall be isolated from other areas. The 
other requirements regarding animal houses shall be those as 
prescribed in rule 150 — C (3) of the Drugs and Cosmetics Rules, 
1945 which shall be adopted for production purposes. 
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8. Quality Control area.* 

(a) Quality control laboratories shall be designed appropriately for 
the operations to be carried out in them. Adequate space shall 
be provided to avoid mix - ups and cross - contamination. 
Sufficient and suitable storage space shall be provided for test 
samples, retained samples, reference standards, reagents and 
records. 

(b) The design of the laboratory shall take into account the 
suitability of construction materials and ventilation. Separate air 
handling units and other requirements shall provide for 
biological, microbiological and radioisotopes (if provided) testing' 
areas. The laboratory shall be provided with regular supply of 
water of appropriate quality for cleaning and testing purposes. 


9. Personnel.- 

(a) The manufacture shall be conducted under the active direction 
and personal supervision of competent technical staff having the 
prescribed qualifications and practical experience in production 
of diagnostic reagents / kits. 

(b) The head of the quality control laboratory shall be independent 
of the manufacturing. The testing shall be conducted under the 
active direction and personal supervision of competent technical 
staff who shall be whole time employees of the licensee. 

(c) Personnel for Quality Assurance and quality control operations 
shall be suitably qualified and experienced. 

(d) Written duties of technical and quality control personnel shall be 
laid and followed strictly. 

(e) Each technical person shall be suitably trained to perform the 
assigned responsibilities. They shall be subjected to regular in- 
service training. 

(f) Number of personnel employed shall be adequate and in direct 
proportion to the workload. 

(g) The licensee shall ensure in accordance with a written instruction 
that all personnel in production area or into quality control 
laboratories shall receive training appropriate to the duties and 
responsibility assigned to them. 
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10. Health, clothing and sanitation of workers.- 

(a) All personnel prior to employment, shall undergo medical 
„ examinations including eye examination and shall be free from 

tuberculosis, skin and other communicable and contagious 
diseases. They shall be medically examined periodically, at least 
once in a year and records shall be maintained thereof. All 
persons handling positive controls such as those for Hepatitis B 
shall be protected by suitable measures from hazards of such 
handling. The licensee shall provide the services of a qualified 
physician for assessing the health status of personnel involved in 
different activities. 

(b) All persons, prior to and during employment, shall be trained in the 
practices of personnel hygiene. A high level of personal hygiene 
shall be observed by all those engaged in the manufacturing 
processes. Instructions to this effect shall be displayed in change 
- rooms and other strategic locations. 

(c) No person showing at any time an apparent illness or open lesions 
which may adversely affect the quality of products, shall be 
allowed to handle starting materials, packaging materials, in - 
process materials, and drug products until his condition is no 
longer judged to be a risk. 

(d) All employees shall be instructed to report about their illness or 
abnormal health condition to their immediate supervisor so that 
appropriate action can be taken. 

(e) Direct contact shall be avoided between the unprotected hands of 
personnel and starting materials, intermediate or finished 
unpacked products. 

<f) All personnel shall wear clean uniform appropriate to their duties. 
Before entry to manufacturing areas, there shall be change rooms 
separate for each sex with adequate facilities for personal 
cleanliness such as wash basin with running water, disposable 
towels, hand dryers, soaps, disinfectants etc. The change rooms 
shall be provided with cabinets for the storage of personal 
belongings of the personnel. 

(g) Smoking, eating, drinking, chewing or keeping plants, food, drink 
and personal medicines shall not be permitted in the production, 
laboratory, storage and other areas where they might adversely 
influence the product quality. 
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11. Manufacturing operations and controls.* 

(a) All manufacturing operations shall be carried out under the 
supervision of competent technical staff approved by the Licensing 
Authority. Each critical step in the process relating to the selection, 
weighing and measuring of raw material addition during various 
stages shall be performed by trained personnel under the direct 
personal supervision of approved technical staff. 

(b) The contents of all vessels and containers used in the manufacture 
and storage during various manufacturing stages shall be 
conspicuously labeled with the name of the product, batch number, 
batch size and stage of manufacture. Each label should be initialed 
and dated by the approved technical staff. 

(c) Precautions against mix - up and cross - conta mi nation.- 

(i) the licensee shall prevent mix - up and cross - 
contamination of material and product by proper 
segregation, status labeling and cleaning procedures. 
Proper records and Standard Operating Procedures 
thereof shall be maintained; 

(ii) the licensee shall ensure processing of critical items-in 
segregated areas or isolated production areas within the 
building. The effective segregation of these areas shall be 
demonstrated with adequate records of maintenance and 
services. In exceptional cases the principal of campaign 
production in the same facilities may be accepted 
provided that specific precautions are taken; 

(iii) to prevent mix - ups during production stages, material 
under - process shall be conspicuously labeled to 
demonstrate their status. All equipment used for 
production shall be labeled with their current status; 

(iv) packaging lines shall be independent and adequately 
segregated. It shall be ensured that all the left - over of 
the previous packaging operations, including labels, 
cartons and caps, are cleared before closing hour; 

(v) before packaging operations are begun, steps shall be 
taken to ensure that the work area, packaging lines, 
printing machines, and other equipment are clean and 
free from any products, materials and contamination. The 
line clearance shall be performed according to an 
appropriate checklist and recorded; 
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(vi) the correct details of any printing {for example of batch 
numbers or expiry dates) done separately or in the course 
of the packaging shall be re - checked at regular 
intervals. All printing and over - printing shall be 
authorized in writing; 

(vii) the manufacturing environment shall be maintained at the 
degree required of temperature, humidity and cleanliness; 

(viii) authorized persons shall ensure change - over into 
specific uniforms before undertaking any manufacturing 
operations including packaging; 

(ixj there shall segregated enclosed areas, secured for 
recalled or rejected material and for such material, which 
are to be re - processed or recovered. 


12. Sanitation in the manufacturing premises.- 

(a) Dedicated and self - contained facilities shall be provided 
for the production of particular diagnostic preparation. 

(b) The manufacturing premises shall be cleaned and 
maintained in an orderly manner, so that it is free from 
accumulated waste, dust, debris and other similar 
material. A validated cleaning protocol shall be 
maintained. 

(c) The manufacturing areas shall not be used for storage of 

materials, except for material being processed. It shall not 
be used as a general thoroughfare. 

(d) A routine sanitation program shall be drawn up and 
observed, which shall be properly recorded and which 
shall indicate- 

(i) specific areas to be cleaned and cleaning intervals; 

(ii) cleaning procedure to be followed, including 
equipment and materials to be used for cleaning; 
and 

(iii) personnel assigned to and responsible for cleaning 

operation. > 
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(e) The adequacy of the working and in-process storage 
space shall permit the orderly and logical positioning of 
equipment and materials so as to minimize the risk of 
confusion between different pharmaceutical products or 
their components to avoid cross - contamination, and to 
minimize the risk of omission or wrong application of any 
of the manufacturing or control steps. 

(f) Productions areas shall be well lit, particularly where 
visual on - line controls are carried out. 

(g) Records of compliance in respect of sanitation shall be 
maintained for inspection. 

13. Raw materials.- 

(a) The licensee shall keep an inventory of all raw-materials to 
be used at any stage of manufacture of diagnostics and 
maintain records as per Schedule - U. 

(b) All incoming materials and finished products shall be 
quarantined immediately after receipt or processing and all 
materials and products shall be stored under appropriate 
conditions and in an orderly fashion to permit batch segregation 
and stock rotation by a "first-in: first-out'" principle. Ail incoming 
materials shall be checked to ensure that the consignment 
corresponds to the order placed. 

(c) Starting materials shall be purchased from authentic 
sources under valid purchase vouchers. Whenever possible, 
raw materials should be purchased directly from the producers 
and suppliers. 

(d) Authorized staff shall be appointed by the licensee in this 
behalf, which may Include personnel form the quality control 
department who shall examine each consignment on receipt 
and shall check each container for integrity of package and 
seal. Damaged and underweight containers shall be identified, 
recorded and segregated. 

(e) If a single delivery of material is made up of different 
batches, each batch shall be considered as a separate batch 
for sampling, testing and release. 
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(f) Raw materials in the storage area shall be appropriately 
labeled. Labels shall be clearly marked with the following 
information:- 

(i) designated name of the product and the internal code 
reference, where applicable and analytical reference 
number; 

{ii) manufacturer’s name, address and batch number; 

(iii) the status of the contents {e.g. quarantine, under test, 
released, approved or rejected ); 

<iv) the manufacturing date, expiry date and re - test date. 


(g) There shall be adequate separate partitioned areas for 
materials "under test", “approved", and “ rejected “ with 
arrangements and equipment to allow dry, clean and orderly 
placement of stored materials and products, wherever 
necessary , under controlled temperature and humidity. 

(h) Containers from which samples have been drawn shall be 
identified. 

(i) Only materials which have been released by the quality 
control department-and which are with in their shelf life are 
used. In lieu of testing by the manufacturer, a certificate of 
analysis may be accepted from the validated supplier, provided 
the manufacturer establishes the reliability of the supplier’s 
analysis through appropriate validation of the supplier’s test 
results. 

(j) It shall be ensured that all the containers of raw materials 
are placed on the raised platforms or in steel racks. 

14. Equipment.- 

(a) Equipment shall be located, designed, constructed, 
adapted, and maintained to suit the operations to be carried 
out. The layout and design of the equipment shall aim to 
minimize the risk of errors and permit effective cleaning and 
maintenance in order to avoid cross-contamination, build-up of 
dust or dirt, and, in general, any adverse effect on the quality of 
products. Each of the equipment shall be provided with a 
logbook wherever necessary. 
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(b) Balances and other measuring equipment of an appropriate 
range, accuracy and precision may be available in the raw- 
material stores; production and in-process control operations 
and these shall be calibrated and checked on a scheduled 
basis in accordance with Standard Operating Procedures and 
records maintained, 

(c) The parts of the production equipment that come into 
contact with the product shall not be reactive, additive or 
adsorptive to an extent that will affect the quality of the product. 

(d) To avoid accidental contamination, wherever possible, 
non-toxic / edible grade lubricants shall be used and the 
equipment shall be maintained in a way that lubricants do not 
contaminate the products being produced. 

(e) Defective equipment shall be removed from production and 
quality control areas or appropriately labeled. 


15. Documentation and records.- 

(a) Documentation is an essentia! part of the Quality assurance 
system, and as such, shall be related to all aspects of Good 
Manufacturing Practices (GMP). Its aim is to define the 
specifications for all materials, method of manufacture and 
control, to ensure that all personnel concerned with 
manufacture know the information necessary to decide whether 
or not to release a batch of a drug for sale and to provide an 
audit trail that shall permit investigation of the history of any 
suspected defective batch. 

(b) Document and records shall contain the following 
characterizing:- 9 

(i) documents shall be designed, prepared, reviewed and 
controlled, wherever applicable; 

(ii) documents shall be approved, signed and dated by 
appropriate and authorized persons. 

(iii) documents shall specify the title, nature and purpose. 
They shall be laid out to an orderly fashion and be easy to 
check. Reproduced documents shall be clear and legible 
and shall be regularly reviewed and kept up to date. Any 
alteration made in the entry of a document shall be signed 
and dated. 
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(iv) the records shall be made or completed at the time of 
each operation in such a' way that all significant activities 
concerning the manufacture of diagnostic products are 
traceable. Records and associated Standard Operating 
Procedures ( SOP ) shall be retained for at least one year 
after the expiry date of the finished.product. 


(v) data may be recorded by electronic data processing 
systems or other reliable means, but master formulae and 
detailed operating procedures relating to the system in use 
shall be available in a hard copy and the accuracy of the 
records shall be checked. Wherever documentation is 
handled by electronic data processing methods, authorized 
persons shall enter or modify data in the computer. There 
shall be record of changes and deletions. Access shall be 
restricted by “passwords" or other means and the result of 
entry of critical data shall be independently checked. Batch 
records electronically stored shall be protected by a Suitable 
back-up. During the period of retention, all relevant data 
shall be readily available. 


16. Labels and other printed materials.- 

(a) Labels are necessary for identification of diagnostic substances 
and their use. The printing of labels should be clearly legible. 
The label shall carry all the prescribed details about the 
product. 

(b) All containers and equipment shall bear appropriate labels. 
Different color coded labels shall be used to indicate the status 
of a product (for example: under test, approved, passed, 
rejected). 

(c) To avoid chance mix - up of printed and packaging materials, 
product leaflets, relating to different products, should be store 
separately. 

(d) Prior to release, all labels for containers, cartons and boxes 
and all circulars, inserts and leaflets shall be examined by the 
quality control department of the licensee. 

(e) Prior to packaging and labeling of a given batch of a drug, it 
shall be ensured by the licensee that samples are drawn from 
the bulk and duly tested, approved and released by the quality 
control personnel. 
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(f) Records of receipt of all labeling and packaging materials shall 
be maintained for each shipment received indicating receipt, 
control reference numbers and whether accepted or rejected. 
Unused coded and damaged labels and packaging materials 
shall be destroyed and recorded. 

(g) The label or accompanying document of reference, standards 
and reference culture shall indicate concentration, date of 
manufacture, expiry date, where appropriate, date on which 
container was first opened and storage conditions, where 
appropriate. 


17. Quality assurance.- 

(a) It is a wide-ranging modern concept concerning all matters that 
individually or collectively influence the.quality of a product. It 
is totality of the arrangements made with the object of ensuring 
that products are of the quality required for their intended use. 

(b) The system of quality assurance appropriate to the 
manufacture of diagnostic preparations shall ensure the 
following:- 

(i) the diagnostic preparations are designed and developed in 
a way that takes account of the requirements of Good 
Manufacturing Practices and other associated codes such 
as those of Good Laboratory Practices (GLP); 

(ii) adequate arrangements are made for manufacture, supply, 
and use of the correct starting and packaging materials; 

(iii) adequate controls on starting materials, intermediate 
products, and bulk products and other in - process 
controls, calibrations, and validations are carried out; 

(iv) the finished product is correctly processed and checked in 
accordance with established procedures; 

(v) the diagnostic preparations are not released for sale or 
supplied before authorized have certified that each 
production batch has been produced and controlled in 
accordance with the requirements of the label claim and 
any other provisions relevant to production, control and 
release of diagnostic preparations; 
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18. Self Inspection and quality audit.- 

(a) It may be useful to constitute the self-inspection team 
supplemented with a quality audit procedure for assessment of 
all or part of a system with the specific purpose of improving it. 

(b) To evaluate the manufacturer’s compliance with GMP in all 
aspects of production and quality control, concept of self¬ 
inspection shall be followed. The manufacturer shall constitute 
a team of independent, experienced, qualified persons from 
within or outside the company, who can audit objectively the 
implementations of methodology and procedures evolved. The 
procedure for self-inspection shall be documented indicating 
self-inspection results, evaluation and conclusions and 
recommended corrective actions with effective follow up 
program. The recommendations for corrective action shall be 
adopted. 

<c) The program shall be designed to detect shortcomings in the 
implementation of GMP and to recommend the necessary 
' corrective actions. Self-inspections shall be performed routinely 
and on specific occasions, like product recalls or repeated 
rejections or when an inspection by the licensing authorities is 
announced. The team responsible for self-inspection shall 
consist of personnel who can evaluate the implementation of 
GMP objectively; all recommendations for corrective action 
shall be implemented. , 

(d) Written instructions for self - inspection shall be drawn - up 
which shall Include the following: - 

(i) personnel; 

(ii) premises including personnel facilities; 

(iii) maintenance of buildings and equipment; 

(iv) storage of starting materials and finished 
products; 

(v) equipment; 

(vi) production and in - process controls; 

(vii) quality control; 

(viii) documentation; 

(ix) sanitation and hygiene; 

(x) validation and revalidation programs; 

(xi) calibration of instruments or measurement 

systems; 

(xii) recall procedures; 

(xiii) complaints management; 

(xiv) labels control; and 

(xv) results of previous self - inspections and any 

corrective steps taken. 
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19. Quality Control System.- 

(a) Quality control shall be concerned with sampling, specifications, 
testing, documentation, release procedures which ensured that 
the necessary and relevant tests are actually carried and that 
the materials are not released for use, nor products were 
released for sale or supply until their quality has been judged to 
be satisfactory. It is not confined to laboratory operations but 
shall be involved in all decisions concerning the quality of the 
product. It shall be ensured that all quality control arrangements 
are effectively and reliably carried out. The department as a 
whole shall have other duties such as to establish, evaluate, 
validate and implement all quality control procedures and 
methods. 

(b) Every manufacturing establishment shall establish its own 
quality control laboratory manned by qualified and experienced 
staff. 

(c) Adequate area having the required storage conditions shall be 
provided for keeping reference samples. The quality control 
department shall evaluate, maintain and store reference 
standard substances. 

(d) Standard operating procedures shall be available for sampling, 
inspecting, and testing of raw materials, intermediate, bulk 
finished products and packing materials and wherever 
necessary for monitoring environmental conditions. 

(e) There shall be authorized and dated specifications which may 
be manufacturers own specifications for all materials and 
products. This should include test for identity, content, purity 
quality and i or functionality. Suppliers / manufacturers 
certificate may aiso be taken in place of in house testing. 
Functionality test shall be carried where ever identity test is not 
possible. 

(f) No batch of the product is to be released for sale-or supply until 
it has been certified to comply with the prescribed standards by 
the authorized person(s) that it is in accordance with the 
requirements of the standards laid down. 

(g) Reference / retained samples from each batch of the products 
manufactured shall be maintained in a quantity which is at - 
least twice the quantity required to conduct all the tests 
performed on the active material and the product manufactured. 
The retained product shall be kept in its final pack. 
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(hj Assessment of records pertaining to finished products shall 
include all relevant factors, including the production conditions, 
the results of in - process testing, the manufacturing (including 
packaging ) documentation, compliance with the specification 
for the finished product, and an examination of the finished 
pack. Assessment records should be signed by the in-charge of 
production and countersigned by the Head of the quality control 
department before a product is released for sale or distribution. 

(i) Quality control personnel shall have access to production areas 
for sampling and investigation as appropriate. 

(j) The quality control department shall conduct stability studies of 
the products to ensure and assign their shelf life at the 
prescribed conditions of storage. All records of such studies 
shall be maintained. 

(k) The in-charge of quality control shall investigate all product 
complaints and records thereof shall be maintained. 

(l) All equipments and testing procedures shall be validated before 
they are adopted for routine testing. Periodical validation of 
equipment and procedures shall be carried out. 

(m) Each specification for raw materials, intermediates, final 
products, and packing materials shall be approved and 
maintained by the quality control department. Periodic revisions 
of the specifications shall be carried out whenever changes are 
necessary. 

(n) Pharmacopoeias, technical books, reference standards, 
reference spectra and other reference materials shall be 
available in the Quality Control Laboratory of the licensee. 

20. Specification.- 

(a) For raw materials and packaging materials, specification shall 
include the following 

(i) the designated name and internal code reference; 

(ii) reference, if any , to a pharmacopoeia! monograph; 

(iii) qualitative and quantitative requirements with acceptance 
limits; 

(iv) name and address of manufacturer or supplier and original 
manufacturer of the material; 

(v) specimen of printed material; 

(vi) directions for sampling and testing or reference to 
procedures; 
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(vii) storage conditions and specifications: and 
(viii) maximum period of storage before re - testing. 

(b) For product containers and closures, specification shall include 


(i) suitable validated test methods, sample sizes, specifications, 
test methods, cleaning procedure and sterilization 
procedure, wherever indicated, shall be followed strictly to 
ensure that these are not reactive, additive, adsorptive, or 
leach to an extent that significantly affects the quality or 
purity of the drug. No second hand or used containers and 
closures shall be used; 

(ii) whenever bottles are being used, the written scheduled of 
cleaning shall be laid down and followed. Where bottles are 
not dried after washing, they should be rinsed with de¬ 
ionized water or distilled water, as the case maybe. 

(c) For in - process and bulk products specifications for in - 
process material, intermediate and bulk products shall be 
available. The specifications should be validated and 
authenticated. 

(d) For finished products, appropriate specifications for finished 
products shall include:- 

(i) the designated name of the product and the code reference; 

(ii) directions for sampling and testing or a reference to 
procedures; 

(iii) a description of the dosage form and package details; 

(iv) the qualitative and quantitative requirements, with the 
acceptance limits for release; 

(v) the storage conditions and precautions, where applicable 
and 

(vi) the shelf - life. 

21. Master formula records.- 

There shall be master-formula records relating to all manufacturing 
procedures for each product and batch size to be manufactured. 
These shall be prepared and endorsed by the competent technical 
staff i.e. head of production and quality control. The master-formula 
shall include:- 

0) the name of the product together with product reference 
code relating to its specifications; 
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(ii) the patent or proprietary name of the product along with 
the generic name, a description of the dosage form, 
strength, composition of the product and batch size; 

(iii) name, quantity, batch number and reference number of 
ail the starting materials to be used. Mention shall be 
made of any substance that may 'disappear ‘in the course 
of processing; 

(iv) a statement of the expected final yield with the 
acceptable limits, and of relevant intermediate yields, 
where applicable; 

(v) a statement of the processing location and the principal 
equipment to be used; 

(vi) the methods, or reference to the methods, to be used for 
preparing the critical equipment including cleaning, 
assembling, calibrating, sterilizing; 

(vii) detailed stepwise processing instructions and the time 
taken for. each step; 

(viii) the instructions for in - process controls with their limits; 

(ix) the requirements for storage conditions of the products, 
including the container, labeling and special storage 
conditions where applicable; 

(x) any special precautions to be observed; 

(xi) packing details and specimen labels. 


22. Packaging and batch processing records.- 

<a) There shall be authorized packaging instructions for each 
product, pack size and type. These shall include or have a 
reference to the foil owing 

(i) name of the product; 

(ii) description of the diagnostic preparation; 

(iii) the pack size expressed in terms of the number or 
doses, weight or volume of the product in the final 
container; 

(iv) a complete list of all the packaging materials required 
for a standard batch size, including quantities, sizes and 
types, with the code or reference number relating 
to the specifications of each packaging material; 

* (v) reproduction of the relevant printed packaging 

materials, and specimens indicating where batch 
number and expiry date of the product have been 
applied; 
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(vi) special precautions to be observed, including a careful 
examination of the area and equipment in order 
to ascertain the line clearance before the operations 
begin; 

(vii) a description of the packaging operation, including any 
significant subsidiary operations and equipment to be 
used; 

(viii) details of in-process controls with instructions for 
sampling and acceptance; upon completion of the 
packing and labeling operation, a reconciliation shall be 
made between number of labeling and packaging units 
issued, number of units labeled and packed and excess 
returned or destroyed. Any significant o. unusual 
discrepancy in the numbers shall be carefully 
investigated before releasing the final batch. 

(b) There shall be batch processing record for each product. It shall 
be based on the relevant parts of the currently approved 
master-formula. The method of preparation of such records 
included in Master-Formula shall be designed to avoid 
transcription errors. 

(c) Before any processing begins, check shall be performed and 
recorded that the equipment and workstation are clear of 

■ previous products, documents or materials not required for the 
planned process, are removed and that equipment is clean and 
suitable for use. 

(d) During processing, the following information shall be recorded 
at the time each action is taken and, the record shall be dated 
and signed by the person responsible for the processing 
operations:- 

(i) name of the product; 

(ii) number of the batch being manufactured; 

(iii) dates and time of commencement, of significant 
intermediate stages and of completion of production; 

(iv) name and designation of the person responsible for 
each stage of production; 

(v) initials of the operator of different significant steps of 
production and where appropriate, of the person who 
checked each of these operations; 
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(vi) the batch number and / or analytical control number as 
well as the quantities of each starting material actually 
weighed; 

(vii) any relevant processing operation or event and major 
equipment used; 

(viii) a records of the in - process controls and the initials of 
the person (s) carrying them out, and the results 
obtained; 

(lx) the amount of product obtained after different and 
critical stages of manufacture (yield); 

(x) comments or explanations for significant deviations from 
the expected yield limits shall be given; 

(xi) notes on special problems including details, with signed 
authorization, for any deviation from the master formula. 

23. Batch packaging records.- 

(a) A batch packaging record shall be kept for each batch or 
part batch processed. It shall be based on the relevant parts of 
the packaging instructions, and the method of preparation of 
such records shall be designed to avoid transcription errors. 

(b) Before any packaging operations begins, checks shall be 
made and recorded that the equipment and the work stations 
are clear of the previous products, documents or materials not 
required for the planned packaging operations, and that 

' equipment is clean and suitable for use. 


24. Standard operating procedures (SOP’s) and record's.* 

(a) Receipt of material s.- 

(i) there shall be written standard operating procedures and 
records for the receipt of each delivery of raw, primary and 
printed packaging material; 

(ii) the records of the receipts shall include the following:- 

(a) the name of the material on the delivery note and the 
number of the containers; 

(b) the date of receipt; 

(c) the manufacturer’s and / or supplier’s name; 

(d) the manufacturer’s batch or reference number; 
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(e) the total quantity and number of containers, quantity in 
each container received; 

(f) the control reference number assigned after receipt; 

(g) any other relevant comment or information; 

(iii) there shall be written standard operating procedures for the 
internal labeling, quarantine and storage of starting 
materials, packaging materials and other materials, as 
appropriate. 

(iv) there shall be standard operating procedures available for 
each instrument and equipment and shall be placed in close 
proximity to the equipment. 


(b) Sampling.- 

(t) there shall be written standard operating procedures for 
sampling, which include the person(s) authorized to take 
the samples; 

(it) The sampling instructions shall include:- 

(a) the method of sampling and the sampling plan, 

<b) the equipment to be used, 

(c) any precautions to be observed to avoid 
contamination of the material or any deterioration in 
its quality, 

(d) the quantity of samples to be taken. 

(c) Batch numbering.- 

There shall be standard operating procedures describing the 
details of the batch (lot) numbering set up with the objective of 
ensuring that each batch of intermediate, bulk or finished 
product is identified with a specific batch number. 


(d) Testing.- 

There shall be written procedures for testing materials and 
products at different stages of manufacture, describing the 
methods and equipment to be used. The tests performed shall 
be recorded. 
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(e) Records of analysis,- 

(i) the records shall include the following data:- 

(a) name of the material or product and the dosage 
form; 

(b) batch number and, where appropriate the 
manufacturer and / or supplier; 

(c) references to the relevant specifications and testing 
procedures; 

(d) test results, including observations and calculations 
and reference to any specifications (limits); 

(e) dates of testing; 

(f) initials of the persons who performed the testing; 

(g) initials of the persons who verified the testing and 
the detailed calculations; 

(h) a statement of release or rejection, and 

(i) signature and date of the designated responsible 
person. 


(ii) There shall be written standard operating procedures and the 
associated records of actions taken for:- 

(a) equipment assembly and validation; 

(b) analytical apparatus and calibration; 

(c) maintenance, cleaning and sanitation; 

(d) personnel matters including qualification, training, 
clothing, and hygiene; 

(e) environmental monitoring; 

(f) pest controls; 

(g) complaints; 

(h) recalls made; 

(i) returns received. 

25. Referepce samples.- 

Reference samples from each batch of the products manufactured 
shall be maintained in its final pack and in a quantity which is at 
* least twice the quantity required to conduct all the tests performed 
on the product manufactured. The reference samples shall be 
retained for till a period of 3 months after their expiry. 
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26. Reprocessing and recoveries.- 

(a) Where reprocessing is necessary, written procedures shall be 
established and approved by the quality assurance department 
that shall specify the conditions and limitations of repeating 
chemical reactions. Such re-processing shall be validated. 

(b) f lf the product batch .has to be reprocessed, reprocessing 
procedure shall be authorized and recorded. An investigation 
shall be -carried out into the causes necessitating re - 
processing and appropriate corrective measures shall be taken 
for prevention of recurrence. Re-processed batch shall be 
subjected to stability evaluation. 

(c) Recovery of product residue may be carried out, if permitted, in 
the master production and control records by incorporating it in 
subsequent batches or the product. 


27. Distribution records.- 

(a) Prior to distribution or dispatch of given batch of a diagnostic 
preparation, it shall be ensured that the batch has been duly 
tested, approved and released by the quality control personnel. 
Pre-dispatch inspection shall be performed on each 
consignment on a random basis to ensure that correct goods 
are only dispatched. Detailed instructions for warehousing and 
stocking of diagnostic preparation shall be in existence and 
shall be complied with after the batch is released for 
distribution. Periodic audits of warehousing practices followed 
at distribution centers shall be carried out and records thereof 
shall be maintained. Standard operating procedures shall be 
developed for warehousing of products. 

(b) Records for distribution shall be maintained in a manner that 
finished batch of a diagnostic kit / reagent is traced to end-user 
to facilitate prompt and complete recall of the batch, if and 
when necessary. 

28. Validation and process validation.- 

(a) Validation studies shall be an essential part of Good 
Manufacturing Practices and shall be concluded as per the pre 
- defined protocols. These shall include validation of 
processing, testing and cleaning procedures. 

(b) A written report summarizing recorded results and conclusions 
shall be prepared, documented and maintained. 
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(c) Processes and procedures shall be established on the basis of 
validation study and undergo periodic revalidation to ensure 
that they remain capable of achieving the intended results. 
Critical processes shall be validated, prospectively or 
retrospectively. 

(d) When any new master formula or method of preparation are 
adopted, steps shall be taken to demonstrate its suitability for 
routine processing. The defined process, using the materials 
and equipment, specified, shall be .demonstrated to yield a 
product consistently of required quality. 

(e) Significant changes to the manufacturing process, including any 
change in equipment or materials that may affect product 
quality and / or the reproducibility of the process, shall be 
validated. 


29. Product recalls.- 

(a) A prompt and effective product recall system of defective 
products shall be devised for timely information of all concerned 
stockiest, wholesalers, suppliers, and end users within the 
shortest period. The licensee may make use of both print and 
electronic media in this regard. 

(b) The distribution records shall be readily made available to the 
persons designated for recalls. 

(c) The designated person shall record a final report issued 
including a reconciliation between the delivered and the 
recovered quantities of the products. 

(d) The recalled products shall be stored separately in a secured 
segregated area pending final decision on them. 

30. Complaints.- 

(a) All complaints thereof concerning product quality shall be 
carefully reviewed and recorded to written procedures. Each 
complaint shall be investigated / evaluated by the designated 
personnel of the company and records of investigation and 
remedial action taken thereof shall be maintained. 

(b) There shall be written procedures describing the action to be 
taken, recall to be made of the defective product. 


31. Site Master File.- 

The licensee shall prepare a succinct document in the form of 
“Site Master File" containing specific and factual Gooh 
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Manufacturing Practices about the production and quality 
control operations of diagnostic preparations carried out at the 
licensed premises, it shall contain the following:- 

(a) General information. ~ 

(i) brief information of the firm; 

(ii) diagnostics manufacturing activities as permitted by the 
licensing authority; 

(iii) other manufacturing activities, if any, carried out on the 
premises; 

(iv) type of products licensed for manufacture and mentioning 
the ways they are being manufactured; 

(v) number of employees engaged in the production, quality 

control, storage and distribution; 

(vi) use of outside scientific, analytical or other technical 
assistance in relation to manufacture and analysis; 

(vii) short description of the quality management system of the 
firm; 

(viii) details of punitive actions, if any, taken against the firm; 

<ix) product details registered with Government institutions; 

(x) product details registered with foreign countries. 

(b) Personnel. - 

(i) organisational chart showing the arrangement for quality 
assurance including production and quality control; 

(ii) qualification, experience and responsibilities of key 
personnel; 

(iii) outline for arrangements for basic and in - service training 
and how the records are maintained; 

(iv) health requirements for personal engaged in production; 

(v) personnel hygiene requirements, including clothing. 

(c) Premises.- 

(i) simple plan or description of manufacturing areas with the 
help of scale; 

(ii) nature of construction and fixtures / fittings; 

(iii) brief description of ventilation systems. More details should 
be given for critical areas with potential risks of airborne 
contamination (schematic drawing of systems). 
Classification of the rooms used for the manufacture of 
sterile products should be mentioned; 
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(iv) special areas for the handling of the highly toxic, 
hazardous and sensitizing materials; 

(v) brief description of water systems (schematic drawings of 
systems), including sanitation; 

(vi) description of planned preventive maintenance programs 
for premises and of the recording system. 

(d) Equipment.- 

(i) brief description of major equipment used in production and 
control laboratories (a list of equipment required); 

(ii) description of planned preventive maintenance programs 
for equipment and of the recording system; 

(iii) qualification and calibration, including the recording 
systems and arrangements for computerized systems 
validation. 

(e) Sanitation. - 

Availability of written specifications and procedures for 
cleaning manufacturing areas and equipment. 

(f) Documentation. - 

(i) arrangements for the preparation, revision and distribution of 
necessary documentation for the manufacture; 

(ii) any other documentation related to product quality that is not 
mentioned elsewhere (e.g. microbiological controls about air 
and water) 

(g) Production. - 

(i) brief descriptions of production operations using, wherever 
possible, flow sheets and charts specifying ‘ important 
parameters; 

(ii) arrangements for the handling of starting materials, 
packaging materials, and bulk and finished products, 
including sampling, quarantine, release and storage; 

(iii) arrangements for the handling of rejected materials and 
products; 

(iv) brief description of general policy for process validation. 

(hO Quality control.- 

Description of the quality control system and of the activities of 
the quality control department. Procedures for the release of 
the finished products. 
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(i) Loan license manufacture and licensee. - 

Description of the way in which the Good Manufacturing 
Practices compliance of the loan licensee is assessed. 

(j) Distribution, complaints and product recall.- 

(i) arrangements and recording system for distribution; 

(ii) an arrangement for the handling of complaints and product 
recalls. 

(k) Self-inspection.- 

Short description of the self - inspection system indicating 
whether an outside, independent and experienced external 
expert was involved in evaluating the manufacturer's 
compliance with Good Manufacturing Practices in aspects of 
production. 

(l) Export of diagnostic preparations. - 

(i) details of products exported to different counties - 

(ii) complaints and product recall, if any. 

PART-II 

SPECIFIC REQUIREMENTS FOR IN-VITRO DIAGNOSTIC 

REAGENTS/KITS 


Note :- The General Requirements as given in Part - 1 relating to 
Requirement of Good Manufacturing Practices for Premises and 
materials for in-vitro diagnostics reagents / kits shall be complied with, 
mutatis mutandis. In addition to these requirements, the following 
Specific Requirements shall also be followed. 

1, Minimum area requirement for in-vitro diagnostic manufacturing 
unit.- 

(a) From manufacturing point of view, the in - vitro diagnostic reagents / 
kits are classified into five categories as foilows:- 

(i) liquid chemistry; 

(ii) dry chemistry; 

(iii) immuno-diagnostics; 

(iv) serology and blood grouping reagents; 

(v) molecular diagnostics. 
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(b) 


The minimum area requirements are as given in the Table below:-: 


SI. Activity / Department 
No. 


Minimum Area 
Requirement. 


1) raw material stores 
(Including cold storage) 

2) packing material stores 

(both primary and secondary P.M) 


15 SM 

15 SM 


3) production area 
(including work in progress) 

i) liquid chemistry 

ii) dry chemistry 

iii) immuno diagnostics 

iv) serology and blood groups 

v) molecular diagnostics 

4) washing and drying area 

5) quality control / quality assurance 

i) chemistry (liquid and dry both) 

ii) immuno diagnostics and serology 

iii) molecular diagnostics 

6) retained sample area 

7) packaging / assembly and labeling area 

8) finished good stores 
(including cold storage) 

9) change room - Male 

10) change room - Female 

11) production office / record room 

12) rest and refreshment area 

13) ancillary area 

NOTE: 


10 SM 
10 SM 
10 SM 
10 SM 
10 SM 

15 SM 


10 SM 
10 SM 
10 SM 

10 SM 

15 SM 

15 SM 

10 SM 
10 SM 
10 SM 
10 SM 
10 SM 


1) The area requirement mentioned here are the minimum 
requirement for specific activity and it do£s not include area for 
passage / corridor / staircase / guard room / office etc. 
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2) As for as the area requirement for production and quality- control 
are concerned, the manufacturer has to provide area for specific 
activity undertaken by him, and not all of them. e.g. if he is 
manufacturing only liquid and dry chemistry types of products 
then minimum area for production and quality control will 20 SM 
and 10 SM respectively. The area requirement mentioned above 
for other activities are essential requirement and every 
manufacturer has to provide for the same. 

3) Single cold storage area can be used for raw material, work in 
progress retained / reference samples and finished product. In 
such a case the cold storage shall have separate demarcated 
space for £ach activity, 


2. Minimum equipments required for in-vitro diagnostic 
manufacturing.- 

(a) Common equipments 

(i) pH meter (separate for Q.C. and production); 

(ii) conductivity meter; 

(iii) balance ( separate for Q.C. and production); 

(iv) incubator ( separate for Q.C. and production); 

(v) oven; 

(vi) refrigerator; 

(vii) centrifuge; 

(viii) autoclave; 

(ix) pipettes / micro-pipettes; 

(x) appropriate glassware. 

(b) Specific equipments 

A. Dry Chemistry 

(i) DH area for filling; 

(ii) mixing vessels; 

(iii) appropriate weighing balances / filling machine; 

(iv) spectrophotometer / analyzer / photometer. 

B. Liquid chemistry 

(i) appropriate mixing vessels and mixers; 

(ii) dispensers / Filling machine; 

(iii) appropriate weighing balances; 

(iv) DH room (if required); 

(v) spectrophotometer / analyzer and photometer. 

C. Immunodiagnostics, serology and blood grouping kits 

(i) dispensing / striping / coating equipment; 
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(ii) DH area for dry kits / components; 

(iii) Elisa Systems for companies manufacturing ELISA; 

(iv) peptide Synthesis systems for companies doing in-house 
synthesis; 

(v) laminar flow benches where ever required. 

D. Molecular diagnostic kits 

(i) thermal Cycler (for PCR based kits) 

(ii) DH area for dry components 

(iii) dispensing /striping/coatingequipment 

(iv) laminar flow bench 

(v) electrophoresis equipments 

(vi) gel documentation equipments (U.V. Transiluminator) / or 
Elisa test system 

3. Personnal 

(a) Manufacture The manufacture of in-vitro diagnostic products shall 

be conducted under active direction and personal supervision of 
competent technical staff consisting of at least one person who shall 
be whole time employee with a minimum experience of one year in 
the manufacture of in vitro diagnostic reagents / kits and possesses 
the following qualification namely:- 

A. A graduate in Science having one of the following as principle 
subject: 

I) Microbiology; 

II) Biochemistry; 

III) Chemistry; 

IV) Biology; 

V) Biotechnology; 

OR 

B. A graduate in.Medicine or Pharmacy from a recognized university or 
Institute. 

(b) Testing / quality control. - The head of Quality Control shall be 

independent of the manufacturing & testing shall be conducted 
under active direction and personal supervision of competent 
technical staff consisting of at least one person who shall be a whole 
time employee with a minimum experience of one year in testing of 
in vitro diagnostic products and possesses the following 
qualification, namely:- 

A. A graduate degree in Science having one of the following as 
principle subject: 
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1) Microbiology; 

11} Biochemistry; 
Hi) Chemistry; 

IV) Biology; 

V) Biotechnology; 


OR 

B. A graduate in Medicine or Pharmacy from a recognized university or 

Institute. 

4 Labeling requirement for in-vitro diagnostic reagents / Kits.- 

(a) All the reagent used in the kit are required to be labeled 
individually, and a reagents list and their quantities should be 
disclosed on the container label of the kit. 

(b) any specific instruction, precaution has to be incorporated for a 
particular test kits, 

(c) Expiry date disclosed on the outermost container should not 
exceed that of any component used in the kit. 

(d) Following details should occur on the label of the diagnostic 
reagent:- 

(i) generic name of the product; 

(ii) brand name, if any: 

(in) volume / quantity / number of the test kit as the case 
may be; 

(iv) batch number, date of manufacture, date of expiry, 

manufacturer’s name and address, license number, 
and maximum retail price (MRP); 

(v) storage condition; 

(vi) in case of a multi-component -kit, each component 
should be labeled bearing name, lot no, volume, 
manufacturing date, expiry date, storage condition and 
manufactures name and address. If there is constrain 
of space on smaller component then manufactures 
name and principal place of manufacture should be 
there instead of complete address. 

(e) Each kit pack should have a product literature providing details 

such as:- 

(i) component provided in the kit pack; 

(ii) materials required but not provided in the kit; 

(lii) how to perform the test. This should include information 
regarding sample collection, pre test reagent 
preparation if any, test procedure and interpretation of 
results and limitation of the test; 
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j(iv) clinical significance of the test; 

(v) performance characteristics such as sensitivity, 
specificity, linearity etc; 

(vi) specific precautions to be taken while handling each 
type of kit; 

(vii) instructions for storage; 

(viii) information regarding stability. 

5. Assignment of batch number to the diagnostic reagents / kits.- 

(a) Batch of a drug can be defined as a specific quantity of a drug or 
diagnostic reagent / kit that is intended to have uniform character and 
quality, within specified limits, and is produced according to a single 
'manufacturing order during the same cycle of manufacture; and the 
same can be identified with a distinctive number allotted to it. 

(b) In case of a drug product it is simpler to assign a batch number to the 
product. However, for diagnostic reagent / kit many a times being a 
multi-component product, it is difficult to assign a specific batch 
number having traceability to all the components as different 

' •' ’ components are separately manufactured at different times, and part 
of them are used in formulating specific diagnostic reagent / kit. 

(c) It is important to maintain the identity of different component in a 
diagnostic kit. The identity of each of the component should be 
maintained on the container label of the kit by mentioning their lot 
numbers i.e. we assign a distinctive number to kit as whole and 
mentioned it on the container label along with the lot numbers of 
different components used in the final assembly of the kit. The 
records of issue of different Components for formulating a diagnostic 
reagent / kit have to be maintained in the batch sheet of the product. 


6. Manufacturing date of multi-component diagnostic kits.- 

Diagnostic reagents / kits are of varied in nature. Some are simple 
solutions; one component reagent / kit or they may be of multi-component 
reagent / kits, in case of single component reagent manufacturing date 
can be fixed very easily, however in case of multi-component reagent, 
manufacturing dates of different component will naturally be different. 
Keeping this in mind it is more appropriate to adapt the date of final 
quality control of the assembled kit as the manufacturing date for the 
multi-component kits. 

7. Assignment of self life of In-vitro diagnostic reagent/klts.- 

(a) The shelf life of the diagnostic reagents / kits will have to be fixed 
by the Manufacturer on the basis of the stability studies 
conducted by them considering all the important protocols of tests 
of the diagnostic reagents / kits. 
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(b) Mostly diagnostic tests are either storable between 2-8° C because of 
thermo-labile ingredients (mostly liquid reagents and dry enzymatic 
reagents) or between 2-30° C for most dry reagent (non-enzymatic 
and immuno-diagnostic). 

(c) No universally acceptable standard accelerated stability study protocol 
is available or possible for diagnostics products. This will vary with 
product, technology and nature of ingredients. However, from the 
experience of diagnostics companies world over along with correlating 
accelerated stability studies with real time data, the following protocol 
may be adapted:- 

(i) for 2-8° storage reagent 1-2 weeks stability at. 37° C = 12 - 18 
months at 2-8° C; 

(n) for 2-30° storage reagents 1-2 weeks stability at 45° C = 12-18 
months at 30° C. 

(d) Accelerated stability protocol mentioned above or manufacturer’s 
specific protocol should be correlated with real time stability of the 
product. Real time data is the final proof of stability for diagnostic 

products, 

(8) Minimum information to be provided in the analytical report (batch 

release certificate),- 

An'Analytical report (batch release certificate) must contain the following:- 

(i) name of the manufacturer with the address of the manufacturing 

premises; 

(ii) serial number / reference number i batch record number for the 
document and date of preparation; 

(iii) description of product including the generic name and brand name-(if 
any): 

(iv) lot no., mfg. date, expiry date and pack size; 

(v) recommended storage; 

ivii) STP reference number: 

(vii) verification of labeling and packaging; 

(viii) test report for physical / chemical parameters and performance (as 
per STP); 

j.x) tested by — with signature: 


fx) signed for release by approved QC person: 
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(xi) batch size; 
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(xii) no of samples drawn for analysis. 

9. Norms for adapting specification to make control panel for testing.- 


a) No distinction between critical and non-critical products for adapting 
specification for control panel. 


b) For tests that can be quantified, known standards / secondary standards 
calibrated to international reference preparations (IRPs) either in-house. from 
the National Control Laboratory or from commercial sources (duly certified) 
must be used to assign sensitivity, linearity etc. 


c \ For test that cannot be quantified, characterized in-house panels 
representing weak, moderate and strong positive samples may be prepared, 
ora dilution series may be used and run in conjunction with previously 
approved batch. These panels may be characterized wholly m-house ( by 
testing with different approved products ) or from international panels or 
from panels established / made available by the National Control 

Laboratory. 


d) In addition positive and negative samples may be used and compared 

with previously approved batch. 


e) Further, if any specific blocking is made for a known interfering 
substance, such a sample / s may be included. 


f) The number of samples / the type of samples, standards and panels will 
depend on product and batch size. 
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